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Diet—associated DCM first came to light in cats in
the late 1980s! and in dogs in the mid-1990s.? The
association between diet and DCM in dogs has gener-
ally not been much in the news since the early 2000s,
but over the past few years, an increasing number of
DCM cases involving dogs appear to have been relat-
ed to diet. The extent of this issue is not clear, not all
cases have been confirmed to be linked to diet, and
a true association has not been proven to exist. How-
ever, when one of the authors (RF) recently surveyed
veterinary cardiologists about cases of possible diet-
associated DCM in dogs examined in the past 2 years,
information for > 240 cases was obtained, with re-
sponses received from the United States, United King-
dom, Canada, Israel, and Austria (unpublished data).
Dogs for which breed was specified consisted of
mixed-breed dogs (n = 134), Golden Retrievers (23),
Labrador Retrievers (9), German Shepherd Dogs (8),
Cocker Spaniels (7), and between 1 and 5 dogs each
of 25 other breeds. Further, possible diet-associated
DCM represented 16% of all cases of DCM diagnosed
by the respondents during this period.

The recent announcement from the US FDA?
alerting pet owners and veterinarians about reports
of DCM in dogs eating pet foods containing peas,
lentils, other legume seeds, or potatoes as main in-
gredients has raised concerns among the pet-owning
public. Therefore, we wanted to increase awareness
of this issue among veterinarians, review what is cur-
rently known about the possible association between
certain diets and DCM in dogs, and discuss what vet-
erinarians can do to help identify underlying causes.

DCM and Diet in Dogs and Cats

Dilated cardiomyopathy used to be one of the
most common cardiac diseases in cats. In 1987, how-
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ever, Pion et al' published a landmark paper report-
ing that DCM in cats was associated with taurine
deficiency and could be reversed by providing sup-
plemental taurine. On the basis of that report and
substantial subsequent research, the requirement for
taurine in cat foods was increased, and taurine defi-
ciency-related DCM is now uncommon in cats. How-
ever, it can still be seen in cats eating home-prepared
diets or commercial diets prepared with inadequate
nutritional expertise or quality control.

In 1995, veterinary cardiologists investigating
the role of taurine deficiency in dogs with DCM sug-
gested that certain breeds (eg, Golden Retrievers and
American Cocker Spaniels) may be predisposed to
taurine deficiency,? and a study in Cocker Spaniels
subsequently showed that supplementation with tau-
rine and 1-carnitine could partially or completely re-
verse the disease. Additional dog breeds potentially
predisposed to taurine deficiency-associated DCM
were identified, including Newfoundlands, English
Setters, Saint Bernards, and Irish Wolfhounds’°
Later, certain types of diets, including lamb and rice,
low-protein, and high-fiber diets were associated
with taurine deficiency in some dogs >4 Research
suggested that other ingredients (eg, beet pulp) may
also increase the risk of taurine deficiency,” although
the exact role of these ingredients was still unclear.
In addition, the apparent breed predispositions sug-
gested that genetic factors, breed-specific metabolic
abnormalities, or low metabolic rates may also have
been playing a role.®2'

Current Concerns About Diet
and DCM in Dogs

Beginning in the early 2000s, the number of dogs
with taurine deficiency and DCM subjectively ap-
peared to decrease. Recently, however, we have heard
from veterinary cardiologists who had an impression
that they were diagnosing DCM in Golden Retrievers
at higher rates than expected and in dogs of breeds
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typically not thought to be prone to this condition.
Subjectively, it also appeared that these dogs were
frequently eating BEG diets containing foodstuffs
such as kangaroo, duck, buffalo, salmon, lamb, bison,
venison, lentils, peas, fava beans, tapioca, barley, or
chickpeas as major ingredients. Some of the affected
dogs had low plasma or whole blood taurine concen-
trations and improved with taurine supplementation
and a diet change. On the other hand, some dogs
that did not have low plasma or whole blood taurine
concentrations also improved with a diet change and
taurine supplementation. Cardiologists and other vet-
erinarians have been reporting cases to the US FDA,
which is investigating the issue?

Currently, it seems that in addition to those dogs
with DCM completely unrelated to diet (eg, breed-
specific DCM), there may be 2 groups of dogs with
diet-associated DCM: dogs with DCM specifically re-
lated to taurine deficiency and dogs with DCM associ-
ated with separate, but yet unknown, dietary factors.
Identifying the potential dietary factors contributing
to DCM in these latter 2 groups may be challenging.
From our discussions with veterinary cardiologists, it
appears that many dogs in both groups have been eat-
ing BEG diets; however, the true percentages are not
known. The previously mentioned survey identified
23 types of BEG diets being fed to dogs with DCM,
including home-prepared diets, and not all diets
were grain-free diets. Importantly, BEG diets have in-
creased in popularity in recent years, and many dogs
with DCM unrelated to diet and many dogs without
DCM are likely eating these diets.

Multiple factors play a role in the increased pop-
ularity of BEG diets.”” Regardless, the apparent link
between BEG diets and DCM may be due to the grain-
free nature of these diets (ie, use of ingredients such
as lentils, chickpeas, or potatoes to replace grains),
other common ingredients in BEG diets (eg, exotic
meats, flaxseed, fruits, or probiotics), possible nutri-
tional imbalances, or inadvertent inclusion of toxic
dietary components. Or, the apparent association
may be spurious.

The complexity of pet food manufacturing is
often underestimated. Pet foods must contain all re-
quired nutrients in the right amounts and right pro-
portions. Nutrient standards (minimums and, for
some nutrients, maximums) are established by the
Association of American Feed Control Officials. How-
ever, the effects of processing (or not processing) the
ingredients must also be considered, along with nutri-
ent bioavailability and the effects of all other ingredi-
ents in the food. Unfortunately, this may not always
be done. In addition, extensive testing is needed on
an ongoing basis to ensure rigorous quality control.
Inclusion of exotic ingredients, such as kangaroo,
alligator, fava beans, and lentils, adds another level
of complexity to ensuring the diet is nutritious and
healthy. Exotic ingredients have different nutritional
profiles and different digestibility than typical ingre-
dients and have the potential to affect the metabolism
of other nutrients. For example, the bioavailability of
taurine is different when included in a lamb-based

diet, compared with a chicken-based diet, and can
be affected by the amount and types of fiber in the
diet.!%"

Diet-associated DCM in dogs
with taurine deficiency

Golden Retrievers have been reported, as a
breed, to be susceptible to development of taurine
deficiency-associated DCM,*# leading some to sug-
gest a breed-wide genetic propensity for diet-associat-
ed DCM. One of the authors (JAS) recently concluded
a study evaluating 24 Golden Retrievers with echo-
cardiographically confirmed DCM and low plasma
or whole blood taurine concentrations that were
followed up for 12 to 24 months after a diet change
and the addition of supplemental taurine to their diet
(unpublished data). Although the results are still pre-
liminary, all but 1 dog for which follow-up data were
available had substantial echocardiographic improve-
ment. In addition, in all 9 dogs that initially had CHF,
the heart failure resolved, and diuretic administration
was substantially reduced or safely discontinued. All
24 of these Golden Retrievers were eating BEG diets
at the time DCM was diagnosed.

Although taurine deficiency appears to be more
common in Golden Retrievers than in dogs of other
breeds, plasma and whole blood taurine concentra-
tions should be measured in every dog with DCM be-
cause some dogs of other breeds with DCM have been
found to have taurine deficiency. Even dogs of breeds
that have previously been found to be genetically pre-
disposed to developing DCM, such as Doberman Pin-
schers and Boxers, should be tested because taurine
concentrations have been found to be low in some of
these dogs also. In addition, taurine deficiency should
be considered as a possibility not just in dogs eating
BEG, very-low-protein, or high-fiber diets, but also in
dogs eating vegetarian, vegan, or home-prepared diets.

The reasons for taurine deficiency in dogs are
not completely understood but could be related to
reduced synthesis of taurine resulting from an ab-
solute dietary deficiency of the taurine precursors
methionine and cystine; reduced bioavailability of
taurine, methionine, or cystine in the diet; abnormal
enterohepatic recycling of bile acids because of fiber
content of the diet; increased urinary loss of taurine;
or altered metabolism of taurine in the intestine as a
result of interactions between certain dietary com-
ponents and intestinal microbes®'?-1° In addition to
the possibility of breed-related metabolic differences,
there may be genetic factors that play a role in sus-
ceptibility to taurine deficiency, as appeared to be the
case in cats with taurine deficiency.”®

Diet-associated DCM in dogs
without taurine deficiency

Preliminary results of a study® performed by one
of the authors (DBA) found that dogs with DCM that
had been eating grain-free diets had more advanced
cardiomyopathic changes than did dogs with DCM
that had been eating grain-based diets. Unreported
results of the study indicated that a subset of dogs
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clinically and echocardiographically improved after a
diet change. Notably, however, some dogs improved
after a diet change from one grain-free diet to anoth-
er, and this finding, along with the differences identi-
fied between dogs fed various BEG diets, suggested
that DCM was not necessarily tied to the grain-free
status of the diet. Taurine supplementation was pre-
scribed for many of these dogs despite the lack of ap-
parent deficiency, and it is unclear what role taurine
may have played in their recovery.

Although DCM in some dogs without any appar-
ent taurine deficiency appears to be reversible with a
change in diet, with or without taurine supplementa-
tion, no cause has thus far been identified for non-tau-
rine deficiency-associated DCM. Possible causes that
are being investigated include absolute deficiencies
of other nutrients, altered bioavailability of certain
nutrients because of nutrient-nutrient interactions,
and the inadvertent inclusion of toxic ingredients.

For example, BEG diets could possibly be more
likely to have deficiencies of nutrients other than
taurine, such as choline, copper, L-carnitine, magne-
sium, thiamine, or vitamin E and selenium, that have
been associated with cardiomyopathies.” Although
pet foods are required to be nutritionally complete
and balanced (unless they have a label statement that
they are for intermittent or supplemental use only),
that does not always provide a guarantee,’® and defi-
ciencies could occur if diets do not contain appropri-
ate amounts of all dietary nutrients. Further, a defi-
ciency may occur even if a diet contains the required
minimum amount of a nutrient because of reduced
bioavailability or interaction with other ingredients
in the diet. This may be a concern for diets based on
exotic ingredients, whose nutritional properties may
not be as well studied.

Researchers are also exploring whether diet-
associated DCM in dogs without taurine deficiency
may be related to inclusion of a cardiotoxic ingredi-
ent in the diet. This could be an adulterated ingredi-
ent, as with ingredients containing melamine-cyanu-
ric acid that affected pet foods in 2007, resulting in
extensive recalls®; a heavy metal; a chemical sprayed
on 1 of the ingredients; or even a natural chemical
compound in 1 of the ingredients that has toxic ef
fects when fed in large amounts.

Of course, the cause may be even more compli-
cated, such as an interaction between gut microbiota
and a dietary factor (eg, trimethylamine N-oxide).?
It is encouraging that some recovery of cardiac func-
tion has been observed in some dogs following a
change in diet, with or without taurine supplemen-
tation. However, research is needed to identify the
underlying cause.

Diet History

For many years, veterinary nutritionists have
emphasized the importance of nutritional assess-
ment.?24 Nutritional assessment includes 4 key com-
ponents: body weight, body condition score, muscle
condition score, and diet history. Body weight and
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body condition score are likely already a part of most
clinicians’ standard physical examination, and muscle
condition scoring would be a valuable addition. Car-
diac cachexia (muscle loss) occurs early in patients
with CHF and should be detected at its mildest stages,
when interventions are more likely to be successful.®
Muscle condition scoring charts and training videos
are available.?6%

The fourth component of nutritional assess-
ment—diet history—may not be routinely collected
but is equally important. A diet history, for example,
can help identify issues that could be contributing to
an underlying disease. For patients with recent-onset
CHF, for example, the diet history may reveal that
the owner changed to a new diet with a higher so-
dium content. Other diet-associated issues that can
be identified from the diet history include anemia or
thiamine deficiency caused by a nutritionally unbal-
anced home-prepared diet or diarrhea due to a con-
taminated raw meat diet. Veterinary cardiologists
examining dogs with DCM were able to make an as-
sociation with BEG diets because they were obtain-
ing a diet history, and obtaining a diet history may
help researchers identify patterns (eg, products made
by the same manufacturer or by manufacturers using
ingredients from the same supplier) that could even-
tually lead to determining the underlying cause.

A diet history can also identify an individual pa-
tient’s food preferences, such as whether canned or
dry food is preferred or whether specific flavors are
preferred, that can be helpful for feeding when the
patient is hospitalized. And, a diet history is useful in
determining whether the patient’s usual diet is appro-
priate after discharge or needs to be changed. For ex-
ample, dietary modification will be required for dogs
with cardiac disease that are eating high-sodium dog
food or treats.

The diet history should include the main foods
being fed. However, this is more than just “dry dog
food” or “brand X dog food.” Tt is critical to solicit in-
formation on brand, the exact product, and even the
flavor, as these factors can make a big difference in
the ingredients and nutrient profile. We recommend
telling owners that their description of a product
should be detailed enough that we could go to the
store and buy the exact product they are feeding. If
owners are feeding a home-prepared diet, the exact
recipe should be provided.

Of course, pet food is often just the tip of the ice-
berg. The diet history should also include all treats;
table food; rawhides, bully sticks, and other chews; di-
etary supplements; and foods used to administer medi-
cations. These other components of the diet can con-
tribute large amounts of sodium and other nutrients to
a patient’s overall intake or unbalance the overall diet.
In addition, these other components may contribute to
adverse effects. For example, a Fanconi-like syndrome
associated with jerky treats has been reported® but
may not have been identified if complete diet histories
had not been obtained for affected dogs. In addition,
although diet-associated DCM is most likely related to
pet food, it may possibly be a result of another dietary
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component (eg, treats, chews, or supplements) com-
monly fed to dogs eating these diets.

Use of a standard form, such as the generic form
recommended by the World Small Animal Veterinary
Association,?® or a cardiology-specific form (Supple-
mentary Appendix Sl, available at avmajournals.
avma.org/doi/suppl/10.2460/javma.253.11.1390) will
facilitate obtaining a complete diet history. We rec-
ommend all clinicians collect a diet history for every
dog and cat patient at every appointment. Because
many owners are unable to recall specific diet details
at the time of their appointment, we recommend hav-
ing owners complete the diet history form at home
prior to the appointment so that they can provide ex-
act details on all components of the diet.

Recommendations

If DCM is diagnosed in a dog that is eating a BEG,
vegetarian, vegan, or home-prepared diet, we recom-
mend measuring plasma and whole blood taurine
concentrations.? It is still unclear whether plasma or
whole blood taurine concentration more accurately
reflects myocardial concentration in dogs, so mea-
surement of both plasma and whole blood taurine
concentrations is recommended. However, if cost is
an issue, measurement of whole blood taurine con-
centration should be prioritized because it is thought
to be a better indicator of long-term taurine status.
Importantly, reference ranges for taurine concentra-
tions in dogs should be interpreted cautiously. Dilat-
ed cardiomyopathy has been diagnosed in some dogs,
particularly Golden Retrievers, with whole blood tau-
rine concentrations between 200 and 250 nmol/L,
which would generally be considered within refer-
ence limits, although at the low end of the reference
range. At least some of these patients, however, have
responded well to a diet change and taurine supple-
mentation. Therefore, reference ranges for plasma
and whole blood taurine concentrations may need
to be breed specific. Research in Golden Retrievers
with taurine deficiency-associated DCM is ongoing,
but a whole blood taurine concentration of at least
250 nmol/L is recommended for this breed.

We also recommend that all other dogs in the house-
hold that are eating the same diet be screened for DCM.
Further, we recommend that owners of dogs with pos-
sible diet-associated DCM be instructed to save samples
of all dietary components they are currently feeding, in-
cluding not only the main food itself but also all treats,
chews, and supplements. Ideally, this would include not
just samples of the dietary components but also product
bags or labels. With complete diet information in hand,
the veterinarian or owner should report the case to the
FDA, which can be done either online or by telephone”
because this will help the agency identify possible un-
derlying causes as quickly as possible. A recently pub-
lished article®® provides an excellent summary of infor-
mation for veterinarians on reporting suspected animal
food issues. If the dog is a Golden Retriever, the veteri-
narian or owner may also consider reporting the case
to the Josh Stern Cardiac Genetics Laboratory,® which
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is currently evaluating possible genetic factors that may
increase susceptibility to taurine deficiency.

For dogs in which possible diet-associated DCM
is diagnosed, we recommend the owner change the
diet to one made by a well-established manufacturer
that contains standard ingredients (eg, chicken, beef,
rice, corn, and wheat). In the authors’ (LMF and JER)
hospital, we recommend several specific products
with a low sodium content that only contain standard
ingredients >> We also emphasize that changing to a
raw or home-prepared diet may not be sufficient to
improve cardiac abnormalities and may increase the
risk for other nutritional deficiencies or infectious dis-
eases. For dogs that require a home-prepared diet or
that have other medical conditions that require spe-
cial dietary considerations, consultation with a board-
certified veterinary nutritionist is recommended.

We also provide supplemental taurine for all dogs
with possible diet-associated DCM. In dogs with a tau-
rine deficiency, taurine supplementation is critical.
In dogs with taurine concentrations within reference
limits, it is unclear whether taurine supplementation
is needed, and some patients have recovered with
only a diet change. However, taurine supplementa-
tion may still have some benefits owing to other ef
fects of taurine (eg, antioxidant and positive inotropic
effects). Taurine supplements from manufacturers
with a history of good quality control should be used.
A 2009 study® identified certain brands with good
quality control. In addition, ConsumerLab is expected
to release areport in late 2018 on independent quality
control testing of taurine supplements.

Although the optimal taurine dosage for dogs
with taurine deficiency is not fully understood, we
recommended 250 mg, PO, every 12 hours for dogs
weighing < 10 kg (22 1b); 500 mg, PO, every 12 hours
for dogs weighing 10 to 25 kg (55 Ib); and 1,000 mg,
PO, every 12 hours for dogs weighing > 25 kg.

Follow-up echocardiography should be per-
formed in 3 to 6 months. In our experience, some
improvements are typically evident in this time span.
However, in certain dogs, it may take even longer for
improvements to be apparent echocardiographically.

Finally, although an association between BEG di-
ets and DCM in cats has not been recognized, we rec-
ommend collecting diet histories on all cats as well
and especially in cats with DCM. If cats with DCM are
eating a BEG, vegetarian, vegan, or home-prepared
diet, we recommend following the same protocol as
described for dogs.

Summary

Pet food marketing has outpaced the science, and
owners are not always making healthy, science-based
decisions even though they want to do the best for
their pets. The recent cases of possible diet-associated
DCM are obviously concerning and warrant vigilance
within the veterinary and research communities. Im-
portantly, although there appears to be an association
between DCM and feeding BEG, vegetarian, vegan, or
home-prepared diets in dogs, a cause-and-effect rela-
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tionship has not been proven, and other factors may
be equally or more important. Assessing diet history
in all patients can help to identify diet-related cardiac
diseases as early as possible and can help identify the
cause and, potentially, best treatment for diet-associ-
ated DCM in dogs.
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KEYWORDS Abstract Objectives: Taurine plays an important role in maintaining myocardial
Canine; function. Irish wolfhound dogs (IW) are at risk for dilated cardiomyopathy (DCM),
Nutrition; but a relationship between whole blood taurine (WBT) deficiency and DCM has
Cardiomyopathy not been established. Our aim was to determine prevalence of WBT deficiency in

IW with and without DCM and assess its association with diet.

Animals: 115 privately owned IW.

Methods: Whole blood taurine was measured in IW that received cardiovascular ex-
amination. Dietary history was recorded; crude protein and energy intake were es-
timated.

Results: Forty-nine (42.6%) had DCM; 66 (57.4%) had no DCM. Dogs with DCM were
older ([median; inter-quartile range or IQR] 5.3; 4.3, 6.2 years) than dogs without
heart disease (3; 2, 4 years; P < 0.001). There was no significant relationship be-
tween WBT concentration and age (P = 0.64). Whole blood taurine was severely re-
duced (<130 nmol/mL) in 8 dogs (4 with and 4 without DCM) and moderately
reduced (130—179.9 nmol/mL) in 32 dogs (12 with DCM and 20 without DCM). Follow
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up of dogs without DCM revealed that a higher proportion of dogs with any degree
of WBT deficiency developed DCM later compared to dogs with normal WBT
(P < 0.001).

Conclusions: Whole blood taurine deficiency occurred in IW with and without DCM.
Based on taurine measurement on a single occasion, there was no clear relationship
between low WBT and presence of DCM in this population. Regardless of WBT, DCM
affected predominantly older dogs, suggesting a relatively late onset disease in the
IW.

© 2013 Elsevier B.V. All rights reserved.
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Carey, Lauren; Rotstein, David; Jones, Jennifer L; Palmer, Lee Anne
CcC: DelLancey, Siobhan; Hartogensis, Martine

Sent: 7/2/2018 8:49:14 PM

Subject: RE: Redacted complaint file for the DCM webposting

Thanks, Lauren and Dave! We’ll keep the comms moving in clearance, but will update them as needed with any
further info from Lee Anne upon her return.

Anne

From: Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>

Date: July 2, 2018 at 4:30:57 PM EDT

To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Norris, Anne <Anne Norris@fda.hhs.gov>, Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>, Palmer, Lee Anne <LeeAnne Palmer@fda.hhs.gov>

Cc: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine
<Martine.Hartogensis(@fda.hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Hi Anne,

I’'m in today, just with intermittent network connectivity at the moment. B5
5 BS 50 I'm not any help even though I'm here. Lee

'Anne will be back on Thursday and should be able to help then, but I'm not sure if that decision was on her end
or not.

Thanks,
Lauren

From: Rotstein, David

Sent: Monday, July 02, 2018 4:07 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Anne,

B5

Others may have differing thoughts.

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
CVM OSC/DC/CERT

FDA-CVM-FOIA-2019-1704-003970



7519 Standish Place
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‘HHHHHH ALY BATMD S TR AT M

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne

Sent: Monday, July 02, 2018 4:05 PM

To: Rotstein, David <[Pavid. Rotstein@ida.hhs.gov>: Jones, Jennifer L <Jennifer.Jones@ida.lihs.gov>; Palmer,
Lee Anne <LeeAnne. Palmergfda hhs gov>; Carey, Lauren <Lauren.Carey@fda.hhs. gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Hartogensis, Martine

<Martine. Hartogensis@fda. hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Thanks aveé B5

B5

From: Rotstein, David

Sent: Monday, July 02, 2018 3:58 PM

To: Norris, Anne <Anne.Norris@fda hhs.gov>: Jones, Jennifer L <Jennifer.Jones@ilda.hihs.gov>; Palmer, Lee
Anne <LeeAnne. Palmer@fda.hhs.gov>; Carey, Lauren <Lauren. Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Sigbhan. Delancey@fda. hihs.gov>; Hartogensis, Martine
<Martine.Hartogensis@ida. hhs. gov>

Subject: RE: Redacted complaint file for the DCM webposting

Anne,

My understanding was that B5

Dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

(BB)

DRUG

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail

FDA-CVM-FOIA-2019-1704-003971



the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne

Sent: Monday, July 02, 2018 3:57 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda.thihs.gov>: Rotstein, David <[David. Rotstein@fda. hhs.gov>; Palmer,
Lee Anne <LeeAnne Palmer@fida.hhs.gov>; Carey, Lauren <Lauren. Carey@ida hhs.gov>

Cc: DelLancey, Siobhan <Sigbhan. Delancey@fda. hihs.gov>; Hartogensis, Martine

<Martine. Martogensis@fda. hhs.gov>

Subject: FW: Redacted complaint file for the DCM webposting

Importance: High

Hi Jen and Dave,

Looks like Lee Anne and Lauren are both out, so I'm hoping you can help.i BS

B5

Thanks,
Anne

From: Palmer, Lee Anne

Sent: Friday, June 15, 2018 8:51 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Zicbhan. Delancey@ida hhs.gov>;
Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>

Subject: Redacted complaint file for the DCM webposting

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may
creep into the afternoon at this point...

Thanks!
Lee Anne
Lee Anne M. Palmer, VMD, MPH

Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

0OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767

Leeanne palmer@fda hhs gov

U.5. FOOD & DRUG
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Norris, Anne; Carey, Lauren; Jones, Jennifer L; Palmer, Lee Anne
CcC: DelLancey, Siobhan; Hartogensis, Martine
Sent: 7/2/2018 8:53:12 PM
Subject: RE: Redacted complaint file for the DCM webposting

The list was provided to me, but not sure who provided it to me.

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

1219 Standish Place

B6 BB)

U.S. FOOD & DRUG
AT WD IND S TR AT ECH

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne

Sent: Monday, July 02, 2018 4:49 PM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Thanks, Lauren and Dave! We’ll keep the comms moving in clearance, but will update them as needed with any
further info from Lee Anne upon her return.

Anne

From: Carey, Lauren <Lauren Carey(@fda hhs gov>

Date: July 2, 2018 at 4:30:57 PM EDT

To: Rotstein, David <David Rotstein@)fda hhs gov>, Norris, Anne <Anne Norris@fda hhs gov>, Jones, Jennifer
L <Jennifer Jones(@fda hhs gov>, Palmer, Lee Anne <I.ee Anne Palmer@tda hhs gov>

Cc: DelLancey, Siobhan <Siobhan Delancev(@fda hhs gov>, Hartogensis, Martine

<Martine Hartogensis(otda hhs. gov>

Subject: RE: Redacted complaint file for the DCM webposting

Hi Anne,

FDA-CVM-FOIA-2019-1704-003973



I m in today, just with intermittent network connectivity at the moment B5

B5

iso I'm not any help even though I'm here. Lee

Anne will be back on Thursday and should be able tc help then, but I'm not sure if that decision was on her end

or not.

Thanks,
Lauren

From: Rotstein, David
Sent: Monday, July 02, 2018 4:07 PM

To: Norris, Anne <Anne. Norris@fda.hhis.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhis.gov>; Palmer, Lee
Anne <|.eeAnne.Palmer@fda. hhs.gov>; Carey, Lauren <Lauren.Carey@fda. hhs.gov>
Cc: DelLancey, Siobhan <Zicbhan.Delancey@fda.hhs. gov>, Hartogensis, Martine

<Martine. Hartogensis@fda. hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Anne,

B5

Others may have differing thoughts.

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

BB)

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail

the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne
Sent: Monday, July 02, 2018 4:05 PM

To: Rotstein, David <Pavid. Rotstein@fda. hhs.gov>; Jones, Jennifer L <Jennifer.Jones@ida.lihs.gov>; Palmer,
Lee Anne <|eeAnne Palmerdfida.hhs.gov>; Carey, Lauren <[ aurern.Carev@ida hhs.gov>
Cc: DelLancey, Siobhan <Sigbhan. Delancey@fda. hihs.gov>; Hartogensis, Martine

<Martine. Hartogensis@fda. hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Thanks Dave

B5

From: Rotstein, David
Sent: Monday, July 02, 2018 3:58 PM

FDA-CVM-FOIA-2019-1704-003974



To: Norris, Anne <Anne. Norris@fda.hhis.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhis.gov>; Palmer, Lee
Anne <|eeAnne.Palmer@fda. hhs.gov>; Carey, Lauren <Lauren.Carey@fda. hhs. gov>

Cc: DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs. gov>; Hartogensis, Martine

<Martine. Hartogensis@fda. hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

Anne,

My understanding was thaf B5

Dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

B6 \BB)

U.S. FOOD & DRUG

‘ AT IED IS TR AT M

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne

Sent: Monday, July 02, 2018 3:57 PM

To: Jones, Jennifer L <Jennifer.Jones@ida.hihs.aov>: Rotstein, David <[David.Rotstein@ida. hhs. gov>; Palmer,
Lee Anne <LeeAnne Palmer@fida.hhs.gov>; Carey, Lauren <Lauren. Carey@ida hhs.gov>

Cc: DelLancey, Siobhan <Sigbhan. Delancey@fda. hihs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda. hhs.gov>

Subject: FW: Redacted complaint file for the DCM webposting

Importance: High

Hi Jen and Dave,

Looks like Lee Anne and Lauren are both out, so I'm hoping you can help.i B5

B5

Thanks,
Anne

From: Palmer, Lee Anne

Sent: Friday, June 15, 2018 8:51 AM

To: Norris, Anne <Anne. Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan. Delancey@ida hhs.gov>;
Hartogensis, Martine <Martine. Hartogensis@fda. hhs.gov>

Subject: Redacted complaint file for the DCM webposting

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may
creep into the afternoon at this point...

FDA-CVM-FOIA-2019-1704-003975



Thanks!
Lee Anne

Lee Anne M. Palmer, VMD, MPH
Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

| U.5. FOOD & DRUG
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE>
To: Norris, Anne; Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren
CcC: DeLancey, Siobhan
Sent: 7/2/2018 9:27:52 PM
Subject: RE: Redacted complaint file for the DCM webposting
| am confused. BS

B5

Martine

From: Norris, Anne

Sent: Monday, July 02, 2018 3:57 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>

Subject: FW: Redacted complaint file for the DCM webposting

Importance: High

Hi Jen and Dave,

Looks like Lee Anne and Lauren are both out, so I'm hoping you can heIp.E B5

B5

'Thanks,
Anne

From: Palmer, Lee Anne

Sent: Friday, June 15, 2018 8:51 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Zicbhan. Delancev@ida hhs.gov>;
Hartogensis, Martine <Martine. Hartogensis@ida.hihs. gov>

Subject: Redacted complaint file for the DCM webposting

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may
creep into the afternoon at this point...

Thanks!
Lee Anne

Lee Anne M. Palmer, VMD, MPH
Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

0OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

U.S. FOOD & DRUG
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Hartogensis, Martine; Norris, Anne; Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne
CcC: DeLancey, Siobhan

Sent: 7/2/2018 9:59:03 PM

Subject: RE: Redacted complaint file for the DCM webposting

Hi Martine,

| just double checked our database and these are all complaints that came directly to FDA through our reporting
portals,; B5

Thanks,
Lauren

From: Hartogensis, Martine

Sent: Monday, July 02, 2018 5:28 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein,
David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren
<Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Redacted complaint file for the DCM webposting

| am confused. B5

B5

Martine

From: Norris, Anne

Sent: Monday, July 02, 2018 3:57 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda.lihs.gov>; Rotstein, David <[David. Rotstein@fda. hhs.gov>; Palmer,
Lee Anne <LeeAnne. Palmer@fda hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs. gov>

Cc: DelLancey, Siobhan <Zicbhan.Delancey@fda.hhs. gov>, Hartogensis, Martine

<Martine. Hartogensis@fda. hhs.gov>

Subject: FW: Redacted complaint file for the DCM webposting

Importance: High

Hi Jen and Dave,

Looks like Lee Anne and Lauren are both out, so I’'m hoping you can help.i B5

B5

Thanks,
Anne

From: Palmer, Lee Anne

Sent: Friday, June 15, 2018 8:51 AM

To: Norris, Anne <Anne Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan. Delancey@ida. hhs.gov>;
Hartogensis, Martine <Martine. Hartogensis@fda. hhs.gov>

Subject: Redacted complaint file for the DCM webposting

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may
creep into the afternoon at this point...

FDA-CVM-FOIA-2019-1704-003979



Thanks!
Lee Anne

Lee Anne M. Palmer, VMD, MPH
Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

FDA-CVM-FOIA-2019-1704-003980



From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-

ANNE.NORRIS>

To: Hartogensis, Martine; McDermott, Patrick; Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne;
Carey, Lauren; Burkholder, William; Edwards, David; Conway, Charlotte

CcC: DelLancey, Siobhan

Sent: 7/12/2018 1:13:44 PM

Subject: DCM Comms going live today at 2:00 pm

Attachments: CVMU_DCM_GrainFree_FINAL.docx; FDA In Brief_DCM_grainfree_FINAL.docx

Hi all,

The DCM comms will be going live at 2:00 pm today! Attached are the final versions. I'll shoot you links when
they’re live. Thanks s¢ much for everyone’s cooperation. Hopefully getting the message out will help us get
more/better reports to aid in the investigation.

Anne

Anne Norris

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0: 240-402-0132

M B6 i
Anne.Norris@fda.hhs.gov

| WWM@ |
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Hartogensis, Martine; McDermott, Patrick; Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne;
Carey, Lauren; Burkholder, William; Edwards, David; Conway, Charlotte

CcC: DelLancey, Siobhan

Sent: 7/12/2018 6:07:27 PM

Subject: RE: DCM Comms going live today at 2:00 pm

The CVM Update and FDA In Brief are now live!

From: Norris, Anne

Sent: Thursday, July 12, 2018 9:14 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; McDermott, Patrick
<Patrick.McDermott@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren
<Lauren.Carey@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: DCM Comms going live today at 2:00 pm

Hi all,

The DCM comms will be going live at 2:00 pm today! Attached are the final versions. I'll shoot you links when
they’re live. Thanks so much for everyone’s cooperation. Hopefully getting the message out will help us get
more/better reports to aid in the investigation.

Anne

Anne Norris

Office of the Director
Center for Veterinary Medicine
U.S. Food & Drug Administration

0:240:402:0132 _____,
M B6 i
Anne.Norris@fda.hhs.gov
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Hartogensis, Martine; Putnam, Juli; Carey, Lauren; Palmer, Lee Anne; DelLancey, Siobhan;
Norris, Anne; Forfa, Tracey; Rotstein, David

Sent: 7/13/2018 5:42:02 PM

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

| have approximately B5

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

"W"m W&, FOOD & DRUG

," A E R EEDS TR AT

From: Hartogensis, Martine

Sent: Friday, July 13, 2018 9:47 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Looks good! B 5

Martine

From: Putnam, Juli

Sent: Friday, July 13, 2018 9:45 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Thanks, I've incorporated Martine’s portion below. Just to confirm; B5

B5

B5

Proposed response:

From: Carey, Lauren
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Sent: Friday, July 13, 2018 9:37 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

| think Martine’s example is good. i B5

B5

From: Hartogensis, Martine

Sent: Friday, July 13, 2018 9:33 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>: Rotstein, David
<David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Hi Juli,

You could also say something like:

B5

Looping in Jen as well...

Martine

From: Putnam, Juli

Sent: Friday, July 13, 2018 9:29 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Thank you, Lauren! How's this? I'm adding Dave to take a look as well.

B5

Proposed response:

B5

FDA-CVM-FOIA-2019-1704-003984



From: Carey, Lauren

Sent: Friday, July 13, 2018 9:18 AM

To: Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Hi,

Thanks,
Lauren

From: Putnam, Juli

Sent: Friday, July 13, 2018 9:04 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Thanks, everyone.| B5

BS i See the draft proposed response below for your review.

Proposed response:

B5
From: Hartogensis, Martine
Sent: Thursday, July 12, 2018 6:21 PM
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Thanks Lee Anne! ! B6

From: Palmer, Lee Anne
Sent: Thursday, July 12, 2018 6:20 PM
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To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

B5

From: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>

Date: July 12, 2018 at 6:16:01 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, DelLancey, Siobhan
<Siobhan.Delancey(@ftda.hhs.gov>, Putnam, Juli <JuliAnn.Putnam{fda.hhs.gov>, Norris, Anne
<Anne Norris@tda.hhs.gov>, Forfa, Tracey <Tracey Forfa@@fda hhs.gov>

Cc: Carey, Lauren <Lauren.Carey(@fda.hhs. gov>

Hi aboué B5dog reports to date . Can't see whole steam - will send them read all

From: Hartogensis, Martine <Martine. Hartogensis(@fda.hhs.gov>

Date: July 12, 2018 at 5:28:58 PM EDT

To: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Putnam, Juli <JuliAnn.Putnam(@tda.hhs.gov>,
Norris, Anne <Anne. Norris@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@tda.hhs gov>

Cc: Palmer, Lee Anne <LeeAnne Palmer(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>
Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Yes, me too.

As of right now, I believe we have aboui B 5 :ports that have been sent to us.

Lee Anne or Lauren, can you confirm?

From: DeLancey, Siobhan <Siobhan.Delancey(fda.hhs. gov>

Date: July 12, 2018 at 4.54:18 PM EDT

To: Putnam, Juli <JuliAnn.Putnam(@fda.hhs.gov>, Norris, Anne <Anne Norris@fda.hhs. gov>, Hartogensis,
Martine <Martine. Hartogensis(@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@@tda.hhs gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

That works for me!

Siobhan Del.ancey, RVT, MPH
0:240-402-9973

M: B6 i

| SR ., =
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From: Putnam, Juli

Sent: Thursday, July 12, 2018 4.52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

All good points. So can | consider this version CVM-cleared?

From: DelLancey, Siobhan

Sent: Thursday, July 12, 2018 4:47 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis,
Martine <Martine.Hartogensis@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP

Siobhan DelLancey, RVT, MPH
0: 240-402-9973

M:! B6 i

IS 4. AR, -

From: Putnam, Juli

Sent: Thursday, July 12, 2018 4.44 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP
Importance: High

Hi again - just following on this. Bloomberg is pinging me again. They want the list of brands/products. Can we
provide this? OCC has cleared it.
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From: Putnam, Juli

Sent: Thursday, July 12, 2018 3:49 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan (Siobhan.Delancey@fda.hhs.gov)
<Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Forfa, Tracey
<Tracey.Forfa@fda.hhs.gov>

Subject: Bloomberg News inquiry re: Dog Food causing canine heart disease - Deadline: ASAP
Importance: High

Hi all - | know Dr. Solomon is out this week so including you all in the interest of time. Please let me know if you
have edits to the responses and if we can answer the last one. Thanks!

Best,

Juli

Reporter: Aziza Kasumov

Outlet: Bloomberg

Deadline: asap

Background: I'm Aziza, a reporter for Bloomberg News working on a story about your statement from today
about the potential link between certain dog foods and canine heart disease. | have a few more questions about
the report, can you answer these for me? We're on tight deadline, so the sooner, the better.

Questions and proposed responses:

CVM, please advise.
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Palmer, Lee Anne; Carey, Lauren; Rotstein, David; Jones, Jennifer L; Peloquin, Sarah;
Reimschuessel, Renate; Hartogensis, Martine; Burkholder, William; DeLancey, Siobhan

Sent: 2/21/2019 5:11:55 PM

Subject: RE: DCM paper - Darcy Adin, 2019 Vet Cardiology

Attachments: sky488.pdf

I've lost track of whether we circulated this paper internally, but sharing because it caught the eye of Phyllis
Entis from Food Safety News. She hasn’t written about it (at least not yet). One of the authors is Greg Aldrich.

From: Norris, Anne

Sent: Tuesday, February 19, 2019 9:09 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin,
Sarah <Sarah.Peloquin@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>

Subject: RE: DCM paper - Darcy Adin, 2019 Vet Cardiology

Thanks!

From: Palmer, Lee Anne

Sent: Tuesday, February 19, 2019 9:05 AM

To: Carey, Lauren <L auren.Carey@fda.hhs gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones,
Jennifer L <Jennifer. Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@ida.hhs gov>; Reimschuessel,
Renate <Renate. Reimschuessel@fda. hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda. hhs. gov>;
Norris, Anne <Anne. Norris@fda. hhis.gov>; Burkholder, William <William. Burkholder@fda. hhs. gov>

Subject: DCM paper - Darcy Adin, 2019 Vet Cardiology

Hi — please forgive me if we have this already, but | think this just came out.

| haven'’t read it yet.
Thanks, lee Anne

Lee Anne M. Palmer, VMD, MPH
Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

U.S. FOOD & DRUG
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Special topic: The association between pulse ingredients and canine dilated cardio-
myopathy: addressing the knowledge gaps before establishing causation’

Wilfredo D. Mansilla,” Christopher P.F. Marinangeli,! Kari J. Ekenstedt,! Jennifer A. Larsen,’
Greg Aldrich,” Daniel A. Columbus,™ Lynn Weber,** Sarah K. Abood," and Anna K. Shoveller™

Department of Animal Biosciences, University of Guelph, Guelph, ON N1G 2W1, Canada; and *Pulse
Canada, Winnipeg, Manitoba, Canada, R3C 0AS5; 'Department of Basic Medical Sciences, College of Veterinary
Medicine, Purdue University, West Lafayette, IN 47907, *Department of Molecular Biosciences, School of
Veterinary Medicine, University of California, Davis, CA 95616; Department of Grain Science and Industry,
Kansas State University, Manhattan, KS 66506; ""Prairie Swine Centre, Saskatoon, SK S7H 5N9, Canada;
HDepartment of Veterinary Biomedical Sciences, University of Saskatchewan, 52 Campus Drive, Saskatoon, SK
S7N 5B4, Canada; "Department of Clinical Studies, University of Guelph, Guelph, ON N1G 2W1, Canada

ABSTRACT: In July 2018, the Food and
Drug Administration warned about a possi-
ble relationship between dilated cardiomyopa-
thy (DCM) in dogs and the consumption of
dog food formulated with potatoes and pulse
ingredients. This issue may impede utilization
of pulse ingredients in dog food or consider-
ation of alternative proteins. Pulse ingredi-
ents have been used in the pet food industry
for over 2 decades and represent a valuable
source of protein to compliment animal-based
ingredients. Moreover, individual ingredients
used in commercial foods do not represent the
final nutrient concentration of the complete
diet. Thus, nutritionists formulating dog food
must balance complementary ingredients to
fulfill the animal’s nutrient needs in the final
diet. There are multiple factors that should
be considered, including differences in nutri-
ent digestibility and overall bioavailability,
the fermentability and quantity of fiber, and
interactions among food constituents that
can increase the risk of DCM development.

Taurine is a dispensable amino acid that has
been linked to DCM in dogs. As such, ade-
quate supply of taurine and/or precursors for
taurine synthesis plays an important role in
preventing DCM. However, requirements of
amino acids in dogs are not well investigated
and are presented in total dietary content basis
which does not account for bioavailability or
digestibility. Similarly, any nutrient (e.g., sol-
uble and fermentable fiber) or physiological
condition (e.g., size of the dog, sex, and age)
that increases the requirement for taurine will
also augment the possibility for DCM devel-
opment. Dog food formulators should have
a deep knowledge of processing methodolo-
gies and nutrient interactions beyond meeting
the Association of American Feed Control
Officials nutrient profiles and should not care-
lessly follow unsubstantiated market trends.
Vegetable ingredients, including pulses, are
nutritious and can be used in combination
with complementary ingredients to meet the
nutritional needs of the dog.

Key words: dilated cardiomyopathy, dogs, feed formulation, grain-free, nutrition,
pulse ingredients
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re-use, distribution, and reproduction in any medium, provided the original work is properly cited. For
commercial re-use, please contact journals.permissions@oup.com

INTRODUCTION

In July 2018, the Food and Drug Administration
(FDA) issued a statement relating dilated cardio-
myopathy (DCM) in dogs to the consumption of
foods that have potatoes and/or pulse ingredients,
such as peas and lentils or their coproducts, as main
ingredients (FDA, 2018). The FDA's statement, as
well as media attention, has raised concern in some
pet owners, veterinarians, nutritionists, and the pet
food manufacturing and retail industry. The under-
lying cause for concern with pet food and DCM is
that there is a link between nutrition that was pre-
viously tied to DCM and insufficient circulating
taurine (Fascetti et al., 2003; Backus et al., 2006).
The result was an increased need for dietary taurine
or its precursor methionine due to higher fermenta-
tion of taurine and greater fecal excretion with die-
tary fermentable fiber (Kim et al., 1996a, 1996b).
Whether this has any link to dietary pulses or the
greater inclusion of pulses in grain-free dog food
has yet to be directly demonstrated and mechanistic
research is warranted.

Pulses are a subset of legumes, harvested as a
dry crop, with low concentrations of lipid. They
include peas, lentils, chickpeas, and dry beans
(Marinangeli et al. 2017) which have been used as
ingredients in dog food for their protein and fiber
for more than 2 decades (Butterwick et al., 1994;
Rice and Thle, 1994). As a source of protein, the
amino acid (AA) profile in peas, lentils, chickpeas,
and beans is generally high in lysine and low in
methionine (NRC, 2006) and serves as a comple-
mentary protein to both animal and plant-derived
ingredients. As an example, soybean meal is derived
from defatted soybeans and has an AA profile simi-
lar to pulses. In a 24-wk study that evaluated graded
concentrations of soybean meal up to 17% (as-fed
basis) in dog foods, soybean meal inclusion did not
affect the nutrient status of dogs as indicated by
serum biochemistry analysis (Menniti et al., 2014).
However, Yamka et al. (2003) demonstrated that
using soybean meal at more than 15% inclusion on
a dry matter basis decreased crude protein digesti-
bility. Based on the authors assessment of current
formulas in the market, there is a high likelithood
that legume seed use in some foods may be greater

J. Anim. Sci. 2019. XX:XX-XX
doi: 10.1093/jas/sky488

than 40%. This inclusion exceeds concentration of
legumes previously investigated in dogs. When used
to complement the nutritional profile of other ingre-
dients, pulses can be used as nutrient-rich vehicles
to meet the nutritional requirements of dogs and
other companion animals. Given that companion
animals most often consume static diets for long
periods of time, overuse of any ingredient could
facilitate higher risk of certain nutrient deficiencies
if nutrient balance is not considered in the formu-
lation. Thus, the formulation of static diets that
use significant concentrations of a single ingredi-
ent, relative to other ingredients in the formulation,
requires an in-depth knowledge of nutrient interac-
tions, animal physiology, and effects of processing,
beyond that of simply meeting minimum nutrient
profiles stipulated in the Official Publication of The
Association of American Feed Control Officials
(AAFCO, 2018).

The present commentary discusses the follow-
ing: 1) The limited data being used to support link-
ages between DCM and pulse ingredients; 2) The
nutritional factors and physiological mechanisms
that should be explored to establish causation
between nutritional deficiencies and incidence of
DCM; 3) The factors that nutritionists should con-
sider when formulating complete diets destined for
long-term consumption; and 4) The disadvantages
of formulating protein and minimal AA recom-
mendations rather than a balanced indispensable
AA profile.

The Development of Canine DCM, Historical
Linkages to Taurine Deficiency, and Pulses

Dilated cardiomyopathy is a disease of the
myocardium that results in both mechanical dys-
function (enlarged heart cavities and congestion)
and/or electrical dysfunction (arrhythmias and sud-
den death) (Sisson et al., 2000; Maron et al., 2006;
Dutton and Loépez-Alvarez, 2018). Development
of DCM is slow and few clinical signs manifest
over time. As DCM progresses, signs include leth-
argy, anorexia, shallow breathing, sudden faint-
ing, and potential death. In some cases, animals
may die from irregular heart rhythm without pre-
vious signs of the disease. In dogs, DCM can be

610z Aleniged oz uo 1senb AQ 6906/2S/e8rA)S/SEl/SE0 |0 L/10p/AoBISqE-0101 B-90URAPE/SEl/W00 dNo-o1WapeoR//:Sdily WOl pepeojumod

FDA-CVM-FOIA-2019-1704-003991



Pulses and dilated cardiomyopathy in dogs 3

caused by various factors. Genetic predisposition
is thought to play the most important role in the
development of DCM in several dog breeds, mostly
large and giant breeds. Genetic mutations associ-
ated with DCM have been discovered in American
lines of Doberman and Boxer dogs (Meurs et al.,
2012; Meurs et al., 2013). However, the Doberman
variant’s association was not upheld in a European
population of Dobermans (Owczarek-Lipska
et al., 2013). Similarly, a United Kingdom pop-
ulation of Boxers did not uphold their published
DCM-associated variant (Cattanach et al., 2015). It
is becoming increasingly clear that the genetic basis
for DCM in dogs is not monogenic, but complex
and polygenic. Breeds with the highest prevalence
of DCM include Dobermans, Boxers, Great Danes,
Newfoundlands, Irish Wolfhounds, English Cocker
Spaniels, and Portuguese Water Dogs (Monnet
et al., 1995; Borgarelli et al., 2006; Werner et al.,
2008; Martin et al., 2009), and the genetic basis of
DCM in each of these breeds has been investigated
(Dutton and Lopez-Alvarez, 2018). In addition,
Golden Retrievers and American Cocker Spaniels
appear to have breed predispositions to taurine
deficiency (Kramer et al., 1995; Bélanger et al.,
2005). When dogs are not genetically predisposed
for developing DCM, diet and physiology are other
factors that may be associated with the disease.
The first link between taurine deficiency and
DCM was demonstrated in cats in 1987. Cats
diagnosed with DCM recovered after taurine
supplementation (Pion et al., 1987). Similarly,
an inverse association between dietary taurine
and the incidence of DCM in a population of
foxes was documented by Moise et al. (1991) and
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established the importance of taurine in the fam-
ily Canidae. In dogs, DCM diagnoses related to
low whole blood taurine concentrations have been
reported in Cocker Spaniels, Dalmatians, Boxers,
Newfoundlands, Portuguese Water Dogs, English
Setters, Alaskan Malamutes, and Scottish Terriers
(Freeman et al., 1996; Kittleson et al., 1997; Pion
et al., 1998; Alroy et al., 2000; Fascetti et al., 2003;
Backus et al., 2006). In all these cases, taurine sup-
plementation improved cardiac function. However,
dogs, in contrast to cats, can endogenously synthe-
size taurine from methionine and cysteine (Figure
1). Therefore, the above-mentioned data do not
unequivocally establish taurine intake as the under-
lying mechanism for the development of DCM
in dogs, whether they are genetically predisposed.
Dietary supply of precursor AAs necessary for
taurine synthesis (i.e., methionine and cysteine),
metabolic intermediates, and cofactors (such as
methyl donors) cannot be ruled out as factors that
contribute to the susceptibility of dogs to develop-
ing genetic and diet-related DCM. When DCM s
diet-related, the formulation and the provision of
all nutrients, including indispensable AAs, to facil-
itate optimum health and wellbeing of dogs should
be considered.

Recent reports, including the statement by the
FDA (2018), have implicated that lentils, peas, and
other legumes seeds could be responsible for the
development of DCM in dogs not genetically pre-
disposed to this disease. Such statements and asso-
ciations between pulse ingredients and incidence of
DCM are, at the present time, premature. Animals,
including dogs, have no minimum or maximum
requirements for ingredients. Ingredients serve
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Figure 1. Metabolism of sulfur amino acids. DMG = dimethylglycine; SAH = S-denosylhomocysteine; SAM = S-adenosylmethionine.
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as the vehicle to providing nutrients to animals.
As such, animals have nutrient requirements, not
ingredient requirements. In diets that have nutrient
deficits, imbalances, or exceed maximums, the final
nutrient composition of the diet, not the ingredients,
should be critiqued. In addition, animal nutrition-
ists should consider that the nutrient concentration
of ingredients can vary, nutrient availability is not
100%, and diets formulated to marginally meet
requirements could actually be deficient. Overall, it
is the responsibility of nutritionists to use different
ingredients to formulate diets that can be produced
and safely meet the nutritional needs of animals.

Taurine Deficiency and the Development of
Canine DCM

For dogs, taurine is a dispensable AA synthe-
sized from methionine and cysteine primarily in
the liver (Figure 1). Taurine is not incorporated
into proteins. Instead, it is used as a mediator for
various biological processes and is the most abun-
dant free AA intracellularly (Huxtable, 1992). In
the heart, taurine represents ~60% of the total AA
free pool (Huxtable, 1992). The high concentration
of taurine in cardiac cells may explain the role of
a taurine deficiency in the development of DCM.
It has been speculated that taurine contributes to
the reabsorption of calcium by the sarcoplasmic re-
ticulum and increases the sensitivity of the myofil-
aments to calcium (Bakker and Berg, 2002). Thus,
low dietary taurine intake and/or reduced synthesis
of taurine from methionine and cysteine can de-
plete calcium pools in the cardiac cells and impede
proper contraction of the cardiac muscle tissue,
resulting in DCM in dogs.

For diagnosing DCM in dogs and cats, among
other diagnostic methods including electrocar-
diograms and echocardiography, it is common to
measure taurine concentration in whole blood.
Whole blood samples, and not plasma samples,
should be used to assess circulating taurine con-
centrations. In plasma, free taurine concentra-
tions are much lower compared with intracellular
taurine. This suggests that the plasma pool is not
representative of taurine in other pools (Schaffer
et al., 2010). In platelets, taurine concentration is
high and is considered a marker of taurine status.
Taurine concentration in platelets is captured when
whole blood is analyzed (Huxtable, 1992). However,
platelet count can vary depending on the immune
status of the animal and whole blood taurine con-
centration can be affected. In this scenario, whole
blood taurine may not represent concentrations of

taurine in muscle cells, including cardiac muscle.
These additional variables related to the measure-
ment of taurine status may explain why some dogs
diagnosed with DCM have normal whole blood
taurine concentrations.

As taurine can be synthesized endogenously in
dogs, taurine is not considered an indispensable AA
for the species Canidae. Thus, there are no recom-
mendations on minimum dietary concentrations of
taurine for dogs reported by the National Research
Council (NRC, 2006) or AAFCO (2018). The lack
of regulation on minimum taurine concentrations
in commercial dog foods suggests that endogenous
synthesis of taurine can meet the metabolic needs
in all dogs and at all life stages. This assumption
may not be accurate as studies have determined
that synthesis of taurine is related to the size of
dog (Ko et al., 2007), and some dietary factors can
increase the physiological need for taurine (Story,
1978). Nutritional factors that increase the dietary
requirement, reduce the supply, or increase the
excretion of taurine in dogs are discussed in sub-
sequent sections of this review and should be con-
sidered to avoid taurine deficiency in dogs and the
risk of DCM.

Physiological factors can increase taurine utili-
zation in dogs, and endogenous synthesis of taurine
could be insufficient for meeting taurine require-
ments. For example, compared with smaller size
dogs, synthesis of taurine in large dog breeds is up
to 50% lower per unit of metabolic body weight (Ko
et al., 2007). These results demonstrate that larger
dogs are at higher risk for insufficient endogenous
taurine synthesis, and dietary supplementation or
fortification may be required, even when there is
no minimum dietary taurine concentration accord-
ing to current recommendations (AAFCO, 2018).
Obesity and diabetes have also been related to
lower concentrations of taurine in blood in humans
and rats, respectively (Merheb et al., 2007; Nardelli
et al., 2011; Tto et al., 2012), and may increase the
requirement for sulfur AAs necessary for endoge-
nous taurine synthesis. This is of importance given
that approximately half of dogs in North America
are obese (Linder and Mueller, 2014). Data from
rats and cats suggest that age and sex could also
affect whole body taurine status. Hepatic activity
of cysteine sulfonate decarboxylase, the enzyme
responsible for taurine synthesis, was shown to be
16 times higher in adult male rats vs. female rats.
In the same study, the activity of cysteine sulfonate
decarboxylase was higher in 5- to 6-wk-old kittens
compared with 15-mo-old cats and in §-wk-old
mice compared with 16-wk-old mice; changes of
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the enzyme activity in dogs have not been tested
(Worden and Stipanuk, 1985). Overall, these stud-
ies suggest that, despite some capacity for endog-
enous synthesis, physiological need of taurine can
be heavily dependent on breed, age, sex, and phys-
iological status. These physiological factors could
help us to predict the risk for developing DCM
when genotypic and environmental factors, such as
diet, are simultaneously considered to ensure that
dogs maintain adequate concentrations of taurine
and other sulfur AAs.

Given that there are no recommendations for
the minimum concentration of taurine in dog food,
the concentration of taurine in dog foods can vary
substantially depending on the ingredients used.
Taurine is very low in plant-based ingredients
(Table 1) but is higher in some algae and fungi spe-
cies and is ubiquitously found in animal tissues,
especially in the heart, brain, and white blood
cells (Huxtable, 1992). This is relevant, as many
grain-free and/or high legume dog foods attempt
to limit the use of animal byproducts, which can
substantially decrease the levels of dietary taurine.
In the context of providing adequate and preven-
tive nutrition, dog foods should include organ meat

or animal byproducts or be fortified with taurine
and/or its precursors (methionine and/or cysteine)
to ensure the delivery of sufficient levels of taurine.

Effect of Dietary Fiber on Taurine Status and Risk
of Canine DCM

Dietary fiber has been shown to affect the
taurine status in dogs. For example, commercial
diets formulated with lamb meal and rice bran
were shown to cause taurine deficiency in part be-
cause of low bioavailable cysteine from lamb meal
and possibly more importantly due to the effects of
rice bran fiber on gastrointestinal metabolism of
taurine (Johnson et al., 1998; Torres et al., 2003).
It has been hypothesized that high-fiber diets can
increase susceptibility to taurine deficiency by 2
mechanisms of action linked to obligatory bile
acid conjugation with taurine in dogs (O’Madille
et al., 1965) and reliance on enterohepatic circula-
tion for the reabsorption of bile acids and taurine.
First, high-fiber diets may increase fecal output
and losses of taurine-conjugated bile. This would
require higher synthesis rates of bile in the liver,
and consequently, higher utilization of taurine

Table 1. Crude protein (CP), fiber, selected amino acids, and carnitine contents in the principal legumes,
cereals, and animal-derived ingredients used in dog food formulation

a-amino acids, mg/g

protein!
Ingredients CP,%  Crudefiber,) % Lys Met Cys Tau,mgkg? Carnitine, mg/kg®
Legumes Fava beans 272 8.55 23.9 70 125 - -
Phaseolus beans 229 NR 72.9 127 123 - -
Kidney beans 20.0 6.40 26.5 14.0 12.0 = =
Lentils 26.0 NR 65.8 69 104 - -
Lupins 324 14.25 48.7 6.5 142 - -
Chick peas 20.3 6.16 694 148 21.6 = =
Soybean meal 477 3.89 620 138 147 - -
Grains Barley 11.3 3.90 353 177 229 - -
Corn, yellow dent 82 1.98 303 21.8 231 - -
Oats 11.2 2.20 439 609 323 - -
Rice 79 0.52 445 318 229 — -
Rye 177 2.71 36.9 13.7 16.3 - -
Sorghum 94 2.14 214 171 19.2 = =
‘Wheat hard, red 14.5 2:57 27.0 152 228 = =
Animal-derived ingredients  Beef, meat 15.0 - 775 2867 53 296 150
Chicken, meat and skin 17.6 - 81.3 267 13.1 159 57
Chicken, by product 5910 - 48.1 173 1638 3049 120
Lamb, ground 16.6 - 88.0 259 120 473 282.3
Rendered meat 54.1 2.50 53.8 142 113 NR NR

Cys = cysteine; Lys = lysine; Met = methionine; NR = not reported; Tau = taurine.

Values are presented on as-fed basis.
NRC, 2006; NRC, 2012.

2Spitze et al. 2003.

3Arslan, 2006.
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(Story, 1978). Second, high consumption of fer-
mentable fibers may increase the abundance of
microbial populations that degrade taurine in the
intestinal lumen (Kim et al., 1996a, 1996b). Either
alone or together, increased excretion or degrad-
ation of taurine from high-fiber diets may decrease
enterohepatic circulation and recycling of taurine.
Given that taurine is the only AA used for bile acid
conjugation in dogs, over time, high-fiber diets
could increase the risk of taurine insufficiency in
dogs and lead to DCM,

This should not be interpreted as dietary fiber
being deleterious to the health of dogs. However,
there may be a limit to the benefit for soluble fib-
ers. Legume seeds contain an appreciable quan-
tity of oligosaccharides which are known to be
fermentable (Tosh and Yada, 2010). Thus, by a
similar mechanism as described above, high levels
of legume seed oligosaccharides could ostensibly
contribute to taurine depletion via excretion in
the feces as bile conjugation and degradation by
colonic bacteria. In addition to the physiological
benefits of high-fiber diets in certain dogs, formu-
lators should also be cognizant of possible nutri-
tional risks associated with high concentrations
of fiber in dog foods. Consequently, dog foods
with high concentrations of dietary fiber should
be accompanied by higher supplies of taurine
or sulfur AAs for endogenous taurine synthesis.
Overall, the digestibility and bioavailability of
taurine in ingredients used and the effect of other
nutrients in taurine metabolism should be consid-
ered to avoid taurine deficiency and the develop-
ment of DCM.

Carnitine Deficiency and Risk of Canine DCM

Carnitine is not nutritionally indispensable
since it is endogenously produced in the liver and
kidneys from lysine and methionine; it can also be
attained exogenously from animal-based products.
Carnitine is highly abundant in skeletal and car-
diac muscles. Together, these represent >95% of the
total carnitine in the body. Carnitine is essential for
metabolism of fatty acids used for energy produc-
tion (Hoppel, 2003). In the heart, where 60% of the
energy is derived from fatty acid oxidation, carni-
tine facilitates the uptake of free fatty acids into
the mitochondria to produce ATP (Hoppel, 2003).
Plant-based ingredients do not contain carnitine
(Table 1). Therefore, in commercial dog foods with
reduced inclusion of animal-based ingredients,
intakes of carnitine could be decreased if diets
are not fortified. Reduced dietary carnitine intake

translates into increased reliance on endogenous
synthesis to meet physiological requirements.
Given that carnitine is required for sufficient
energy production in cardiac muscle, it is not sur-
prising that carnitine deficiency is associated with
DCM. In 1991, a family of Boxers diagnosed with
DCM were also diagnosed with carnitine deficiency
(Keene et al., 1991). In dogs, carnitine deficiency
can occur with aberrations of carnitine regulation
in disorders such as cardiomyopathy (including
DCM), diabetes, sepsis, and malnutrition (Flanagan
etal., 2010). However, carnitine deficiency as a caus-
ative factor in the development of DCM or a conse-
quence of cardiac malfunction remains as a subject
of debate (Freeman and Rush, 2006). Despite the
interest in this metabolite, little progress has been
made on determining the effect of carnitine supple-
mentation on alleviating risk of DCM. However,
both taurine and carnitine are often supplemented
in supraphysiological concentrations once DCM
is diagnosed. This practice is supported by posi-
tive clinical outcomes, albeit without comparison
groups (Kittleson et al., 1997; Sanderson et al.,
2001). Concentrations of carnitine in the plasma
are relatively insensitive to dietary carnitine, and
more invasive techniques (biopsies) are required to
determine the concentration of carnitine in muscle
tissue (Flanagan et al., 2010; Ragsanu et al., 2012).
The invasive nature of testing for carnitine status
is likely the reason why carnitine is rarely explored
when investigating possible causes of canine DCM.

Preventing Diet-Mediated DCM in Dogs by
Providing Adequate Sulfur AAs and Maximizing
Endogenous Taurine Synthesis

Although taurine is considered a dispensable
AA in dogs, endogenous taurine synthesis requires
an adequate supply of bioavailable sulfur AA pre-
cursors cysteine or methionine (Figure 1). Thus,
providing marginal concentrations of these 2 sulfur
AAs, or providing sources with lower bioavailabil-
ity, could increase the risk of taurine deficiency and
facilitate the development of DCM. Contrary to
taurine, methionine cannot be synthesized endoge-
nously in dogs (NRC, 2006). Therefore, dogs depend
on the provision of dietary methionine to meet
daily sulfur AA requirements, which includes pro-
duction of taurine. From an ingredient perspective,
methionine and lysine are usually the first or second
limiting AAs in dog diets formulated with soybean
meal and rendered meats (NRC, 2006). In addi-
tion, methionine is particularly susceptible to dam-
age, and subsequent reduction in bioavailability,
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secondary to heat processing (Marshall et al. 1982;
Hurrell et al., 1983). This suggests that the risk
of methionine deficiency is more likely than any
other indispensable AA in commercial dog diets.
Although the primary role for methionine is pro-
tein synthesis, in pigs at least 50% of absorbed
methionine acts as a methyl donor and a precursor
in the production of cysteine, taurine, sulfate, and
pyruvate (Robinson et al., 2016a; Figure 1). These
functions of methionine become more crucial when
dietary intake of cysteine, taurine, and/or dietary
methyl donors (e.g., folate, betaine, and their pre-
cursors) is limited (Robinson et al., 2016b), and
they need to be considered when nutritionists set
criteria for delivery of sulfur AAs in pet foods.

Methionine and cysteine both contribute to
the total sulfur AA requirements for humans and
animals. For adult dogs at maintenance, the latest
guidelines from the NRC (2006) recommend that
adult dog foods contain 0.33% (on dry matter basis)
methionine when cysteine is provided in excess,
and 0.65% for methionine + cysteine. These NRC
(2006) recommendations are not based on dose-re-
sponse studies, but on a 4-yr study where adult dogs
were fed low-crude protein diets (Sanderson et al.,
2001). In that study, the lowest concentration of
methionine in the diet that reported no observable
deficiencies was used as the recommended require-
ment. As companion animals are typically fed a
single static diet during adulthood, and for most of
their lifespan, it is necessary that AA requirements
of dogs should be measured empirically (Baker,
1986). In addition to the lack of empirical data cor-
responding to the AA requirements of dogs, it is
equally important to understand how other dietary
(e.g., dietary fiber), environmental, other physio-
logical variables, and breed/genotype may alter
AA requirements. The lack of recommendations
for taurine in commercial dog food puts a higher
stress on accurately meeting requirements for sulfur
AAs, not only for protein synthesis, but also for the
endogenous synthesis of taurine, for support of
optimal methyl status, and for the synthesis of sec-
ondary metabolites.

Rethinking Indispensable AA Targets in
Commercial Dog Foods

Currently, the ingredients permitted in pet
foods and the corresponding nutrient targets are
guided by recommendations made by AAFCO
(2018). These recommendations are based on the
peer-reviewed scientific literature and represented
in the Nutrient Requirement of Dogs and Cats

(NRC, 2006). However, AA recommendations
made by AAFCO correspond to total AA content
within the formulation and do not consider the true
ileal digestibility of ingredients. True ileal digest-
ibility of AAs is more representative of nutrient
absorption capacity and bioavailability compared
with fecal digestibility or total AA content in the
diet (Columbus and de Lange, 2012). To account
for the reduced digestibility and bioavailability of
protein-bound AAs in food ingredients, AAFCO
arbitrarily increases AA recommendations relative
to those from the NRC to ensure that an adequate
supply of AAs is provided, regardless of the ingre-
dients and effects of processing (Table 2). However,
this increment is only applied to lysine, threonine,
and tryptophan and not applied to other indispens-
able AAs, including methionine (AAFCQO, 2018).
For example, the recommended allowance for ly-
sing reported in NRC (2006) is 0.35% for adult dogs
at maintenance, whereas the minimum content of
lysine to meet AAFCO (2018) recommendations is
0.63%. Nonruminant animals, including dogs, ab-
sorb AAs from the duodenum to the terminal ileum
(Columbus and de Lange, 2012). Hence, feeding
diets with lower ileal digestibility coefficients could
decrease actual concentrations of available indis-
pensable AAs, even when meeting AAFCO recom-
mendations. This is of special concern for dietary
taurine and other sulfur AAs, considering that there
is no regulated minimum threshold for taurine in
dog foods and that AAFCO (2018) recommenda-
tions for sulfur AAs are not increased compared
with NRC (2006) recommendations to account
for potential ileal digestibility coefficients. There
is a dearth of data in this area to justify empirical
adjustments based on different dietary variables.
As such, future research should pursue how AA
requirements change under different dietary varia-
bles that can affect small intestinal digestibility and
whole body availability.

It is worthwhile to note that minimum dictary
nutrient contents for dog foods, as reported in
AAFCO (2018), only consider differences be-
tween growth/reproduction and adult life stages.
This lack of data places the pregnant bitch in the
same group as growing animals. Moreover, most
studies on nutrient requirements in dogs have
been established using Beagles as a proxy for all
dogs. Using a single breed creates a homogenous
sample and likely does not account for nutri-
tional variability across pure and mixed breeds,
or those of different sizes. Unpublished data from
Shoveller et al. investigated the minimum me-
thionine (with excess cysteine) requirements of
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Table 2. Recommended allowance (RA) and minimum dietary content suggested by AAFCO for crude
protein and essential amino acids in dog food, and their physiological roles and potential interactions

Nutrient NRCRAL % DM  AAFCO? % DM Important physiological roles and potential interactions

Crude protein 10 18 Necessary for synthesis of nonessential amino acids

Arginine 0.35 - Competes with lysine absorption, arginine should be increased when
high lysine concentrations in the diet

Histidine 0.19 -

Lysine 0.35 0.63 Highly reactive to reducing sugars during heating (Maillard reaction),
reducing bioavailability

Methionine 0.33 0.33 Requirement increases when methyl donors/acceptors and cysteine are
reduced in the diet

Methionine + cystine 0.65 0.65 Requirement is increased with low supply of taurine and during
immune challenge

Phenylalanine 0.45 0.45

Phenylalanine + tyrosine 0.74 0.74

Threonine 0.43 0.48 Abundant in mucosal proteins (mucin), requirement increases when
feeding high fermentable fibers

Tryptophan 0.14 0.16 Precursor for serotonin synthesis. Ratio of Trp: LNAA should be con-
sidered; lower ratios may deprive appetite

Valine 0.49 0.49 Abnormal Increment of valine, leucine, or isoleucine (BCAA) will

Isoleucine 0.38 _ cause catabolism of the other BCAA in the muscle

Leucine 0.68 0.68

AAFCO = The Association of American Feed Control Officials; BCAA = branched chain amino acids; DM = dry matter; NRC = National
Research Council; RA = recommended allowance; Trp:LNAA = tryptophan to large neutral amino acid ratio.

'Recommended Allowance requirements for adult dogs at maintenance, Nutrient Requirements of Dogs and Cats (NRC, 2006).

*Miminum dietary content, AAFCO (2018).

Miniature Dachshunds, Beagles, and Labrador
Retrievers as proxies for small, medium, and
large dog breeds and found that methionine
requirements may differ across breeds or size of
dogs and be greater than previously estimated.
Thus, given the methods of derivation, single
indispensable AA requirements for all dog pop-
ulations, as presented in AAFCO (2018), may
not consider variable AA requirements across
dog phenotypes. Moreover, it is widely assumed
that endogenous synthesis of dispensable AAs,
such as taurine in the dog, is sufficient for meet-
ing metabolic demands. However, recent studies
suggest that under some metabolic conditions,
dispensable AAs may also be required in diets
(Hou et al., 2015). Taurine, as described in this
commentary, is a clear example of this paradigm
shift. Dietary taurine or the capacity for its ad-
equate endogenous synthesis, especially in cir-
cumstances where excessive losses might occur,
should be considered in the final formulation of
dog foods to decrease the risk of canine DCM.
Nutritionists and regulatory agencies should be
aware that, in the spectrum of nutrient requirements,
dog populations with higher AA requirements rela-
tive to energy intake and other factors could be at a
higher risk for a taurine deficiency. More precise cat-
egorization of requirements among different canine
populations would help us to optimize nutritional

adequacy and decrease risk of diseases, suchas DCM,
that are possibly linked to nutrient deficiencies.

Effect of Processing on Antinutritional Factors in
Plant-Based Ingredients

Just as understanding the inherent nutritional
characteristics and the interaction between ingredi-
ents is important for preventing nutritional imbal-
ances in pet foods, the effects of processing on these
factors are equally important. Raw cereals and leg-
umes contain antinutritional factors such as trypsin
mhibitors, phytates, hematoglutinins, and polyphe-
nols that can decrease protein digestion, nutrient
absorption, and/or cause illness. Some of these
antinutritional factors are thermolabile and, under
the right conditions, can be effectively destroyed
during the extrusion process improving the over-
all quality of plant-based ingredients and the final
diet (Patterson et al., 2017). Recent reviews across a
variety of legumes and legume-derived ingredients
show that the activities of trypsin inhibitor, chy-
motrypsin inhibitor, and hemagglutinating activity
were decreased by up to 95% across a variety of
thermal treatment conditions, including extrusion
(Patterson et al., 2017; Avilés-Gaxiola et al., 2018).
Extrusion had modest effects on levels of phytate
with reductions ranging from 7% to 26% and var-
ied by legume and extrusion conditions (Patterson
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Figure 2. Effect of thermal processing methods on trypsin inhibitor
levels (mg/g) soybean kernel. Treatment conditions: None = no treat-
ment; dry extrusion for 25 to 30 sec (1 =100 °C; 2 = 125 °C; 3 = 140 °C;
4 = 150 °C); wet extrusion for 25 to 30 s with 6% to 8% added moisture
(1 =100°C; 2 = 125°C; 3= 140 °C); micronization with near-infrared rays
wavelength of 1.8 to 3.4 um for 90 s (1 = 100 °C; 2 = 125 °C; 3 = 140 °C;
4 = 150 °C); microwave roasting at 800 W and 2450 MHz (1 = 1 min
[kernel temp = 57 °C], 2 = 2 min [kernel temp = 88 °C], 3 = 3 min
[kernel temp = 108 °C], 4 = 4 min [kernel temp =121 °C], 5 = 5 min
|kernel temp = 132 °C]); Autoclaving at 120 °C and 1.2 bars (1 = 10 min,
2 =20min, 3= 30 min). Reprinted with permission from Zili¢ et al. (2012).

et al., 2017). Figure 2 highlights the variability
between processing methods and thermic condi-
tions for decreasing antinutritional factors. For
example, when soybeans were subjected to extru-
sion at increasing temperatures that ranged from
100 to 150 °C, trypsin inhibitor levels were incre-
mentally decreased. At 140 °C, dry extrusion was
considerably more effective at decreasing trypsin
inhibitors (—91%) compared with wet extrusion
(—44%). When the dry extrusion temperature was
increased to 150 °C, reductions in trypsin inhibitors
were further decreased by 94% (Zili¢ et al., 2012).
Other thermal treatments, such as micronisation,
microwave roasting, and autoclaving, also facili-
tated incremental reductions in trypsin inhibitors
with increasing temperatures (Zili¢ et al., 2012).
When formulating foods with higher concentrations
of plant-based ingredients, consideration should
also be given to the processing methods and the
parameters used to effectively optimize the nutri-
tional density and decrease antinutritional factors.

It is important to mention that, while temper-
ature and pressure processing can greatly decrease
antinutritional factors, they can also negatively
affect bioavailability of AAs. The Maillard reac-
tion is a well-known example of heat-damaged
protein (Teodorowicz et al., 2017). In this reac-
tion, lysine interacts with reducing sugars present
in the diets forming the Maillard product. The

complex formed can be digested and absorbed
by the animal but cannot be utilized for meta-
bolic processes (e.g., protein synthesis). Thus, in
heat-damaged proteins, digestibility of AAs can
greatly overestimate bioavailability (Moehn et al.,
2005). Other products of heat damage on proteins
include racemization of AAs (alteration from L to
D form) and the formation of cross-linked AAs.
Such components can decrease bioavailability of
AAs and digestibility of proteins, and their effects
on protein quality cannot usually be determined
using conventional methods of AA analysis. Pet
foods with higher levels of plant-based ingredi-
ents may also require optimization of processing
methods to maximize their nutritional density and
nutrient bioavailability.

Recommendations for Formulating Dog Food With
Novel Ingredients

Considering the AA profile of dog foods. Feed for-
mulation for agricultural and companion animals
should be based on the ideal protein concept (Baker,
1991; Swanson et al., 2013). The ideal protein is
defined as that in which all AAs are in perfect bal-
ance compared with the animal’s AA requirements
(mg/g protein). Hence, all indispensable AAs are
equally limiting. However, this is impossible to
achieve in practical animal feed formulation, and
diets should be formulated considering the first
limiting indispensable AA. The first limiting indis-
pensable AA refers to the indispensable AA that is
present in the lowest proportion compared with the
animal’s requirement. By meeting the first indis-
pensable limiting AA requirement, requirements
for all other indispensable AAs are also inherently
satisfied. Moreover, to avoid the formulation of
diets with excessive protein concentration or an
excess of indispensable AAs relative to the require-
ments of dogs, animal nutritionists combine mul-
tiple ingredients that are complementary in their
AA profiles. Commonly, dog foods are formulated
with a higher proportion of animal-derived ingre-
dients, and a lower proportion of plant-based
ingredients to meet nutrient recommendations.
More recently, however, cereal grains have been
removed in some diet formulations or the propor-
tion of animal-based ingredients has been reduced.
The production of these types of formulations is
often driven by consumer perception, rather than
scientific evidence. Allowing consumers to direct
the ingredient composition of dog foods, or other
pet foods, could perpetuate nutrient deficits that
affect the health of animals in the long term.
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In the formulation of grain-free pet foods,
cereal grains are replaced with alternative ingredi-
ent(s). Animal-derived ingredients are expensive
relative to plant-based ingredients. Thus, pulses, a
subset of legumes, are often used as the replace-
ment. In addition to containing substantial fiber,
pulses also contain significant concentrations of
protein and are used to partly meet indispensable
AA requirements. Of interest, soybean meal and
pulses contain 48% and 25% crude protein, respec-
tively, which is substantially greater than the aver-
age protein concentration for grains (11%; Table 1).
Although the high-protein content in soybean meal
and pulses is indicative of higher concentration of
AAs compared with grains, it does not imply AA
balance. Soybean meal and pulses are high in lysine
(mg/g protein) but low in sulfur AAs (mg/g protein),
whereas the reverse is true for cereals. Plant-based
ingredients tend to have lower ileal digestibility
coefficients for protein compared with protein from
animal sources (FAO and WHO, 1991). Thus, dog
foods that contain substantial amounts of pulses,
lower proportions of animal-based ingredients, and
do not address AA imbalances through the addi-
tion of alternate ingredients or fortification, may
risk AA deficiencies. To mitigate this risk across the
pet food industry and ensure the final pet diets are
nutritionally adequate and balanced, it is prudent
that the digestibility coefficients of all final pet food
products be calculated.

Considering the addition of high-fiber ingredients to
dog foods. By definition, dietary fiber is carbohy-
drates that are resistant to digestion by endogenous
enzymes in the gastrointestinal tract (NRC, 2006).
Typical fibers include arabinoxylan, raffinose, inu-
lin, B-glucan, cellulose, and pectin (NRC, 2006).
Common ingredients to increase fiber content in
companion animal diets include beet pulp, comn
fiber, rice bran, whole grains, and pulse fibers (de
Godoy et al., 2013). Achieving an optimal fiber
concentration in canine diets has diverse positive
physiological effects in the gastrointestinal tract; for
example, higher fermentable fiber intake has been
shown to slow the transit time of digesta, increasing
satiety of the animal (Haber et al., 1977). Moreover,
high-fiber diets generally have lower energy density
making them an important nutritional strategy for
controlling body weight (Johnson et al., 2008) and
reducing the incidence of diarrhea (Homann et al.,
1994). Gut health is also improved with higher con-
sumption of fiber; fermentable fiber can act as a
prebiotic and increase the population of health-pro-
moting microbiota including lactobacilli and

bifidobacteria (Roberfroid, 2005). Although not
required by AAFCO to fulfill the criteria of “com-
plete and balanced,” fiber is an important compo-
nent of the diet, and depending on the type of fiber
and the amount consumed, fiber can increase the
gut health status. Adding the necessary amount and
type of fiber in the diet is crucial for optimal dog
nutrition.

Despite the benefits of fiber in the diet, fiber
can also affect enterohepatic recycling of taurine
(discussed above). In monogastric species, includ-
ing humans, high dietary fermentable fiber may
also decrease digestibility and availability of dietary
AAs (Blackburn and Southgate, 1981; Degen et al.,
2007) and, in some cases, increase the risk of DCM
in dogs fed diets that marginally meet requirements
for sulfur AAs. Moreover, higher concentrations
of dietary fiber increase the size of the gastrointes-
tinal tract in pigs and poultry (Nyachoti et al.,
2000), increasing nutrient utilization in this organ.
It has been determined in pigs that on average the
gastrointestinal tract catabolizes 30% of dietary
indispensable AAs during absorption, and this
utilization represents ~50% for sulfur AAs (Stoll
et al., 1998; Mansilla et al., 2018), further reduc-
ing precursor availability for taurine synthesis and
mcreasing the risk for taurine deficiency. For some
high-fiber diets, fortification of specific nutrients,
including taurine and other sulfur AAs, might be
beneficial to avoid nutrient deficiencies.

Compared with the pet food industry, in other
industries where high-fiber ingredients (coprod-
ucts) are routinely used (e.g., swine industry), the
effects of fiber on the absorption of nutrients have
been given more attention when formulating diets
(NRC, 2012). For example, highly fermentable
fiber in swine diets increases the threonine require-
ment to compensate for the increase in mucus
(mucin protein) production in the intestinal cell
lining (Lien et al., 1997; Mathai et al., 2016). This
has underpinned the development of “requirement
models” (NRC, 2012) to tailor nutrient require-
ments for pigs while accounting for the different
nutrient interactions. In contrast, in the pet food
industry, the only concentrations of nutrients
used for comparison are those recommended by
AAFCO (2018). Such recommendations are static
and may not encompass all the effects of the differ-
ent nutrient combinations in the final diet. There
is a clear need in companion animal nutrition to
improve the understanding of the interactions of
different ingredients and how these alter nutrient
requirements for different breeds, age, and physio-
logical status of dogs.
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Other recent publications highlight the need for
careful nutrient formulation. Several recent papers,
both original research and reviews, likewise high-
light the unknowns surrounding grain-free diets
(typically legume or pulse-based, but sometimes
also with “exotic” ingredients such as kangaroo,
bison, or wild boar) and DCM. For example, Adin
et al. (2019) examined 48 dogs of many breeds
with diagnosed DCM and having a known diet
history. Among grain-free diets being consumed
in this study, 1 dog was particularly associated
with DCM, possibly underscoring the import-
ance of specific diet formulation. Furthermore,
2 dogs switched from that diet to other grain-
free diets showed improvement in their DCM;
it is unclear if those dogs were taurine deficient
or if they also received taurine and/or carnitine
supplementation. This suggests that grain-free
composition per se may not be the root cause of
DCM. Another recently published case series of
24 Golden Retrievers with DCM and known diet
histories were evaluated, and an association be-
tween grain-free diets and DCM was suggested
(Kaplan et al., 2018). Most dogs (15 of 24) were
fed a single diet which was significantly associ-
ated with low blood taurine concentrations, again
suggesting that specific diet formulation may play
an important role. However, as in the previous
study, soluble vs. insoluble fiber concentrations
were not available for the diets, nor were taurine,
methionine, or cysteine concentrations, meaning
that the true nutrient profiles of the diets could
not be assessed and reinforcing the point that diet
formulation for nutrients—not ingredients—is es-
sential. It also suggests that nutrient requirements
may vary widely based on breed, diet, and other
phenotypic data. Indeed, most of the dogs with
DCM in the previously described study were con-
suming less energy compared with their predicted
requirements (Kaplan et al., 2018). It also bears
pointing out that the numbers in both studies
were very low (representing less than 100 DCM-
affected dogs between them), which surely repre-
sents a fraction of the dogs consuming grain-free,
pulse-based diets. A recent thoughtful review sup-
ports these conclusions by reiterating the crucial
need for plant-based diets for dogs to be formu-
lated with sufficient quantities of bioavailable me-
thionine and cysteine to support adequate taurine
synthesis (Dodd et al., 2018). This can be achieved
with the addition of purified AAs and other
sources that are readily available (Gloaguen et al.,
2014). Finally, a recent commentary carefully con-
cludes that a true cause-and-effect relationship

between grain-free diets and DCM has not been
proven, and other factors may ultimately be more
important (Freeman et al., 2018). Taken together,
these recent publications may point to faulty nu-
trient formulation in some, but not all, grain-free
diets.

CONCLUSIONS

Recently, it has been suggested that pulse ingre-
dients in commercial dog foods are associated with
a limited number of cases of DCM. Although pulse
ingredients have been implicated for having nega-
tive effects on the taurine status in dogs (deficiency
of which is a known cause of canine DCM) based
on the available evidence, the relationship between
pulses and canine DCM remains undefined.
However, the FDA statement may harm considera-
tion of protein alternatives, such as pulses, as qual-
ity ingredients in pet foods and undermine attempts
to diversify ingredients used across the food chain as
the global population continues to grow. Ingredients
do not represent the nutritional composition of the
diet, and therefore, nutrient deficiencies should not
be attributed to individual ingredients. The authors
of this commentary recognize the important role of
endogenous, and perhaps exogenous, taurine in the
prevention of DCM in some dogs. The assurance
of appropriate concentrations of all indispensable
sulfur AAs, including methionine and cysteine, is
crucial for ensuring adequate endogenous synthe-
sis of taurine and to meet the metabolic demands
of dogs. Additional dietary factors, such as methyl
donors required for sulfur AA metabolism, carni-
tine for energy production in muscle, and dietary
fiber, as well as animal factors, such as breed, size,
and health status, should also be investigated when
nutrient deficiency-related DCM is suspected.

It is the responsibility of animal nutritionists
to formulate balanced diets for dogs, and other
animals, by looking beyond the goal of meeting
AAFCO recommendations or satisfying unsubstan-
tiated market trends. Pulses and other plant-based
ingredients can be used to formulate nutritionally
adequate dog foods, and final product formulations
should be assessed for nutrient balance and bio-
availability, especially when using a limited number
of ingredients. Although dietary factors are impor-
tant in the prevention of sulfur AA deficiency and
development of DCM, empirical data and mech-
anistic studies are required to better understand
the indispensable AA requirements of dogs and
preventing DCM. In diets that contain high con-
centrations of dietary fiber, compensative inclusion
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of dietary indispensable sulfur AAs, including
exogenous taurine, might be required to offset the
possibility of increased fecal excretion or micro-
bial assimilation of taurine in the large intestine.
Processing conditions may also require adjustments
to ensure the presence or effects of antinutritional
factors are minimized and nutrient bioavailability
is not compromised. Greater awareness of AA bal-
ance is crucial for ensuring that AA requirements
are met for dogs consuming static diets.
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>

To: Hartogensis, Martine; Putnam, Juli; DeLancey, Siobhan; Jones, Jennifer L; Reimschuessel,
Renate; Carey, Lauren; Norris, Anne

CcC: Forfa, Tracey; Rotstein, David; Eisenman, Theresa; Nemser, Sarah

Sent: 7/24/2018 1:32:11 PM

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Lee Anne

From: Hartogensis, Martine

Sent: Tuesday, July 24, 2018 9:09 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Martine

From: Putnam, Juli

Sent: Tuesday, July 24, 2018 8:41 AM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>:
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>: Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

FDA-CVM-FOIA-2019-1704-004005



From: DelLancey, Siobhan

Sent: Monday, July 23, 2018 12:56 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Siobhan DeLancey, RVT, MPH
0. 240-402-9973
M:i B6

Siobhan.DelLancey@fda.hhs.gov

From: Putnam, Juli

Sent: Monday, July 23, 2018 12:45 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Thanks for your guidance.
Best,
Juli

From: Jones, Jennifer L

Sent: Monday, July 23, 2018 6:48 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren
<Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20
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B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

FOOD & DRUG /&%
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From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:27 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Putnam, Juli
<JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>: Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>:
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Renate!

Martine

From: Reimschuessel, Renate

Sent: Friday, July 20, 2018 11:26 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

hip:/ fwww fda . govl AnimalVeterinary/ScienceResearch/ucm247334 him

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:14 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>
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Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20
Ok, thanks Juli! | am looping in Sarah Nemser and Renate in case they know, but no worries if not.
Thanks again!

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 11:02 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks, Martine. | got an out of office that Jen is out until Monday. However, if we are able to confirm this
number before then, please send to my colleague Theresa Eisenman (copied on this email) and she will provide
it to the NYT reporter. | am on leave the rest of today so Theresa will be able to help on any other follow-up we
may have with NYT or Washington Post on DCM today.

Thanks, and hope everyone has a good weekend!

Best,
Juli

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 10:21 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

It sounds like there may be about B5 Jen, can you confirm?

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 10:19 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Carey, Lauren

Sent: Friday, July 20, 2018 9:50 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne
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<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Putnam,
Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Jen.

B5

Martine

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Date: July 20, 2018 at 6:47:01 AM EDT

To: Carey, Lauren <Lauren.Carey(@fda.hhs gov>, Hartogensis, Martine <Martine Hartogensis(@ftda.hhs gov>,
Putnam, Juli <JuliAnn Putnam(@fda.hhs.gov>, Norris, Anne <Anne Norris@@fda hhs gov>

Cc: DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@fda hhs gov>,
Rotstein, David <David Rotstein@tda.hhs gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

From: Carey, Lauren

Sent: Thursday, July 19, 2018 4:12 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>
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Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Jen should have an answer for you on that.

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 4:.02 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Just looping in the dream team again. Do any of you know if our B5

TIA!

Martine

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3.58 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 3:43 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>: Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Great points, thank you Anne!

From: Norris, Anne

Sent: Thursday, July 19, 2018 3:42 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

I know you haven’t accepted yet, Martine, but wanted to throw these points out for you and Juli to consider for
future interviews. We keep getting variations on the same questions over and over again from consumers, so it
might be helpful to mention a variation of the information provided below to allay some of the consumer anxiety
out there.
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Thanks,
Anne

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:33 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa,
Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Martine,

Are you willing to do another interview on DCM tomorrow morning? Washington Post is now writing too.
Please advise.

Thanks!

Juli

Reporter: Kate Furby

Outlet: Washington Post

Deadline: 7/20

Background: Kate would like to write a story on FDA’s alert regarding DCM and its potential link to dog food.

This would be for the Health, Environment, Science section of the Post. She is contacting a few vets at

universities now as well.

Questions:

She said her questions would just be standard ones about the FDA alert on dog food and canine heart health.
Questions about DCM — what is it, what are symptoms, how is it detected, how common is it, etc.
Questions about legumes and potatoes in dog diets.

Juli Putnam
Press Officer

Office of Media Affairs

Office of External Affairs

U.S. Food and Drug Administration
Tel: 240-402-0537 / B6

Juli. Putnam@fda.hhs.gov
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Carey, Lauren; Hartogensis, Martine; Putnam, Juli; Norris, Anne

CcC: DeLancey, Siobhan; Forfa, Tracey; Rotstein, David

Sent: 7/20/2018 10:46:55 AM

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

LS. FOOD & DRUG
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From: Carey, Lauren

Sent: Thursday, July 19, 2018 4:12 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Jen should have an answer for you on that.

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 4:.02 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Just looping in the dream team again. Do any of you know if our B5

TIA!

Martine

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:58 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5
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From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 3:43 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>: Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Great points, thank you Anne!

From: Norris, Anne

Sent: Thursday, July 19, 2018 3:42 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

| know you haven’t accepted yet, Martine, but wanted to throw these points out for you and Juli to consider for
future interviews. We keep getting variations on the same questions over and over again from consumers, so it
might be helpful to mention a variation of the information provided below to allay some of the consumer anxiety
out there.

Thanks,
Anne

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:33 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa,
Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Martine,

Are you willing to do another interview on DCM tomorrow morning? Washington Post is now writing too.
Please advise.

Thanks!

Juli

Reporter: Kate Furby

Outlet: Washington Post

Deadline: 7/20

Background: Kate would like to write a story on FDA'’s alert regarding DCM and its potential link to dog food.

This would be for the Health, Environment, Science section of the Post. She is contacting a few vets at

universities now as well.

Questions:

She said her questions would just be standard ones about the FDA alert on dog food and canine heart health.
Questions about DCM — what is it, what are symptoms, how is it detected, how common is it, etc.

Questions about legumes and potatoes in dog diets.

Juli Putnam
Press Officer

Office of Media Affairs
Office of External Affairs

FDA-CVM-FOIA-2019-1704-004013



U.S. Food and Drug Administration

Tel: 240-402-0537 i B6

Juli. Putnam@fda.hhs.gov
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Hartogensis, Martine; Carey, Lauren; Putnam, Juli; Norris, Anne

CcC: DeLancey, Siobhan; Forfa, Tracey; Rotstein, David

Sent: 7/20/2018 12:07:18 PM

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thank you for clarifying.

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

"W"m W&, FOOD & DRUG
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From: Hartogensis, Martine

Sent: Friday, July 20, 2018 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Putnam,
Juli <JuliAnn.Putham@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Jen.

B5

Martine

From: Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>

Date: July 20, 2018 at 6:47:01 AM EDT

To: Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>,
Putnam, Juli <JuliAnn.Putnam(@ftda.hhs.gov>, Norris, Anne <Anne.Norris(@fda.hhs.gov>

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@tda.hhs.gov>,
Rotstein, David <David.Rotstein(@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Carey, Lauren

Sent: Thursday, July 19, 2018 4.12 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Jen should have an answer for you on that.

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 4:.02 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Just looping in the dream team again. Do any of you know if ouij Bs

TIA!

Martine

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:58 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 3:43 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Great points, thank you Anne!

From: Norris, Anne

Sent: Thursday, July 19, 2018 3:42 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

| know you haven't accepted yet, Martine, but wanted to throw these points out for you and Juli to consider for
future interviews. We keep getting variations on the same questions over and over again from consumers, so it
might be helpful to mention a variation of the information provided below to allay some of the consumer anxiety
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out there.

Thanks,
Anne

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:33 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa,
Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Martine,

Are you willing to do another interview on DCM tomorrow morning? VWashington Post is now writing too.
Please advise.

Thanks!

Juli

Reporter: Kate Furby

Outlet: Washington Post

Deadline: 7/20

Background: Kate would like to write a story on FDA'’s alert regarding DCM and its potential link to dog food.

This would be for the Health, Environment, Science section of the Post. She is contacting a few vets at

universities now as well.

Questions:

She said her questions would just be standard ones about the FDA alert on dog food and canine heart health.
Questions about DCM — what is it, what are symptoms, how is it detected, how common is it, etc.
Questions about legumes and potatoes in dog diets.

Juli Putnam
Press Officer

Office of Media Affairs

Office of External Affairs

U.S. Food and Drug Administration
Tel: 240-402-0537 B6

Juli. Putham@fda.hhs.qov
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Hartogensis, Martine; Reimschuessel, Renate; Putnam, Juli; Carey, Lauren; Norris, Anne
CcC: DeLancey, Siobhan; Forfa, Tracey; Rotstein, David; Eisenman, Theresa; Nemser, Sarah
Sent: 7/23/2018 10:47:31 AM

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:27 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Putnam, Juli
<JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Renate!

Martine

From: Reimschuessel, Renate

Sent: Friday, July 20, 2018 11:26 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

hip:/ fwww fda . govl AnimalVeterinary/ScienceResearch/ucm247334 him
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From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:14 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Ok, thanks Juli! | am looping in Sarah Nemser and Renate in case they know, but no worries if not.
Thanks again!

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 11:02 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks, Martine. | got an out of office that Jen is out until Monday. However, if we are able to confirm this
number before then, please send to my colleague Theresa Eisenman (copied on this email) and she will provide
it to the NYT reporter. | am on leave the rest of today so Theresa will be able to help on any other follow-up we
may have with NYT or Washington Post on DCM today.

Thanks, and hope everyone has a good weekend!

Best,
Juli

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 10:21 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

It sounds like there may be about BS Jen, can you confirm?

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 10:19 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

FDA-CVM-FOIA-2019-1704-004019



B5

From: Carey, Lauren

Sent: Friday, July 20, 2018 9:50 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Putnam,
Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Jen.

B5

Martine

From: Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>

Date: July 20, 2018 at 6:47:01 AM EDT

To: Carey, Lauren <Lauren.Carey(@fda.hhs. gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>,
Putnam, Juli <JuliAnn.Putnam(@fda.hhs.gov>, Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@tda.hhs.gov>,
Rotstein, David <David.Rotstein(@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

FDA-CVM-FOIA-2019-1704-004020
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From: Carey, Lauren

Sent: Thursday, July 19, 2018 4:12 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Jen should have an answer for you on that.

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 4:02 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Just looping in the dream team again. Do any of you know if our B5

TIA!

Martine

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:58 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 3:43 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>: Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Great points, thank you Anne!

From: Norris, Anne

Sent: Thursday, July 19, 2018 3:42 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

| know you haven’t accepted yet, Martine, but wanted to throw these points out for you and Juli to consider for

FDA-CVM-FOIA-2019-1704-004021



future interviews. We keep getting variations on the same questions over and over again from consumers, so it
might be helpful to mention a variation of the information provided below to allay some of the consumer anxiety
out there.

Thanks,
Anne

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:33 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa,
Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Martine,

Are you willing to do another interview on DCM tomorrow morning? Washington Post is now writing too.
Please advise.

Thanks!

Juli

Reporter: Kate Furby

Outlet: Washington Post

Deadline: 7/20

Background: Kate would like to write a story on FDA'’s alert regarding DCM and its potential link to dog food.

This would be for the Health, Environment, Science section of the Post. She is contacting a few vets at

universities now as well.

Questions:

She said her questions would just be standard ones about the FDA alert on dog food and canine heart health.
Questions about DCM — what is it, what are symptoms, how is it detected, how common is it, etc.
Questions about legumes and potatoes in dog diets.

Juli Putnam
Press Officer

Office of Media Affairs

Office of External Affairs

U.S. Food and Drug Administration
Tel: 240-402-0537 B6
Juli. Putnam@fda.hhs.gov
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From: Putnam, Juli </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=45A45E85E6E94413A4BD2COFDBB3DE1B-
JULIANN.PUT>

To: Hartogensis, Martine; DeLancey, Siobhan; Jones, Jennifer L; Reimschuessel, Renate; Carey,
Lauren; Norris, Anne; Palmer, Lee Anne

CcC: Forfa, Tracey; Rotstein, David; Eisenman, Theresa; Nemser, Sarah

Sent: 7/27/2018 1:25:59 PM

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/31

Hi all,

The Washington Post story got delayed and now the reporter (Kate Furby) is asking us for an updated case
count for dogs without the genetic predisposition falling ill. She also wants an updated number on the dogs who
may have passed away as a result. She saw that The New York Times mentioned that the FDA had reported
three deaths. She is wondering if these deaths were just since the report came out, or if this is total number. (|
know those were the # from our initial warning but not sure if more deaths have been reported to us since).

Are we able to provide an updated case count between now and next Tuesday? | will, of course, remind her that
the numbers are constantly changing so they only represent a single point in time.

Best,
Juli

From: Hartogensis, Martine

Sent: Tuesday, July 24, 2018 9:09 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Martine

From: Putnam, Juli

Sent: Tuesday, July 24, 2018 8:41 AM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20
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From: DelLancey, Siobhan

Sent: Monday, July 23, 2018 12:56 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman,
Theresa <Theresa.Eisenman@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

BS

Siobhan DeLancey, RVT, MPH
0. 240-402-9973

[ A

Siobhan.DelLancey@fda.hhs.gov

From: Putnam, Juli

Sent: Monday, July 23, 2018 12:45 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Thanks for your guidance.
Best,
Juli

From: Jones, Jennifer L

Sent: Monday, July 23, 2018 6:48 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren
<Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20
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B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:27 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Putnam, Juli
<JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>: Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>:
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Renate!

Martine

From: Reimschuessel, Renate

Sent: Friday, July 20, 2018 11:26 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne
<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

hip:/ fwww fda . govl AnimalVeterinary/ScienceResearch/ucm247334 him

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 11:14 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>;
Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>
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Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20
Ok, thanks Juli! | am looping in Sarah Nemser and Renate in case they know, but no worries if not.
Thanks again!

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 11:02 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Eisenman, Theresa <Theresa.Eisenman@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks, Martine. | got an out of office that Jen is out until Monday. However, if we are able to confirm this
number before then, please send to my colleague Theresa Eisenman (copied on this email) and she will provide
it to the NYT reporter. | am on leave the rest of today so Theresa will be able to help on any other follow-up we
may have with NYT or Washington Post on DCM today.

Thanks, and hope everyone has a good weekend!

Best,
Juli

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 10:21 AM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

It sounds like there may be abouté B5 Jen, can you confirm?

Martine

From: Putnam, Juli

Sent: Friday, July 20, 2018 10:19 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Carey, Lauren

Sent: Friday, July 20, 2018 9:50 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne
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<Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

From: Hartogensis, Martine

Sent: Friday, July 20, 2018 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Putnam,
Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Thanks Jen.

B5

Martine

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Date: July 20, 2018 at 6:47:01 AM EDT

To: Carey, Lauren <Lauren.Carey(@fda.hhs gov>, Hartogensis, Martine <Martine Hartogensis(@ftda.hhs gov>,
Putnam, Juli <JuliAnn Putnam(@fda.hhs.gov>, Norris, Anne <Anne Norris@@fda hhs gov>

Cc: DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Forfa, Tracey <Tracey.Forfa@fda hhs gov>,
Rotstein, David <David Rotstein@tda.hhs gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

U.S. FOOD & DRUG - wﬁ%
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From: Carey, Lauren

Sent: Thursday, July 19, 2018 4:12 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones,
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>
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Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Jen should have an answer for you on that.

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 4:.02 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Juli,

Just looping in the dream team again. Do any of you know if our B5

TIA!

Martine

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3.58 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

B5

From: Hartogensis, Martine

Sent: Thursday, July 19, 2018 3:43 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>: Putnam, Juli <JuliAnn.Putham@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Great points, thank you Anne!

From: Norris, Anne

Sent: Thursday, July 19, 2018 3:42 PM

To: Putnam, Juli <JuliAnn.Putnam@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>
Subject: RE: Media inquiry request - Washington Post - DCM - Deadline: 7/20

I know you haven’t accepted yet, Martine, but wanted to throw these points out for you and Juli to consider for
future interviews. We keep getting variations on the same questions over and over again from consumers, so it
might be helpful to mention a variation of the information provided below to allay some of the consumer anxiety
out there.
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Thanks,
Anne

From: Putnam, Juli

Sent: Thursday, July 19, 2018 3:33 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Forfa,
Tracey <Tracey.Forfa@fda.hhs.gov>

Subject: Media inquiry request - Washington Post - DCM - Deadline: 7/20

Hi Martine,

Are you willing to do another interview on DCM tomorrow morning? Washington Post is now writing too.
Please advise.

Thanks!

Juli

Reporter: Kate Furby

Outlet: Washington Post

Deadline: 7/20

Background: Kate would like to write a story on FDA’s alert regarding DCM and its potential link to dog food.

This would be for the Health, Environment, Science section of the Post. She is contacting a few vets at

universities now as well.

Questions:

She said her questions would just be standard ones about the FDA alert on dog food and canine heart health.
Questions about DCM — what is it, what are symptoms, how is it detected, how common is it, etc.
Questions about legumes and potatoes in dog diets.

Juli Putnam
Press Officer

Office of Media Affairs

Office of External Affairs

U.S. Food and Drug Administration
Tel: 240-402-0537 /i B6

Juli. Putnam@fda.hhs.gov
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Could Dietary Taurine Supplementation in Dogs Be Masking a Problem?

Robert C. Backus, MS, DVM, PhD, DACVN
Columbia, MO, USA

INTRODUCTION 18689779

The need for dietary protein relates to its constituent amino acids. Perhaps the most recognized need for
dietary protein is for provision of amino acids used in the synthesis of body proteins, which constantly
turnover, and the synthesis of non-protein substances, such as signaling molecules, pigments, antioxidants.
Perhaps less well recognized about the need for dietary protein is for the provision of amino acids for support
of metabolic pathways and products of amino acid catabolism, such amino nitrogen, methyl carbon, reduced
sulfur, and the carbon- and nitrogen-containing skeletal elements of amino acids. The basis of the need for
dietary protein is in essence reflective of needs for amino acids in a great variety of functions. Determining
dietary adequacy in providing amino acids is then complicated by there being so many different functions that
depend on the supply of amino acids. Hence, at times the dietary amino acid content needed to meet one
function may not be great enough to meet the need for another function. For this reason, dietary protein and
amino acid adequacies are evaluated from outcomes of a few different variables. Nitrogen balance and
optimal growth rate and nitrogen retention are the most commonly evaluated variables. In some cases, other
additional variables are evaluated because a physiological or metabolic function with a recognized health
consequence requires a greater dietary concentration for optimization. One example used in dogs is urinary
excretion of orotic acid. When dietary arginine is adequately provided, urinary excretion of orotic acid is
minimized. Another variable that has come to light recent years is blood taurine concentration in dogs. Dietary
protein provision that supports a minimal concentration of taurine in the blood of dogs is targeted to prevent
development of cardiomyopathy. In the information presented below, the basis for evaluation of blood taurine
in dogs will be described and the practice of taurine supplementation of diets for normal healthy dogs will be
discussed.

TAURINE DEFICIENCY

Taurine is unique among dietary amino acids in that it is structurally a B-sulfonic amino acid and not bound in
protein. Body needs for taurine may be met from dietary sources replete with taurine and by synthesis from
sulfur-containing amino acids that are variably abundant in dietary protein, i.e., methionine and cyst(e)ine.
Body needs for taurine have been realized from metabolic aberrations, dysfunction, and disease observed in
experimental and natural depletions of body taurine caused by inadequate intake of methionine, cyst(e)ine,
and or taurine. Body taurine reserves affect many functions, including fetal development, growth,
reproduction, neuromodulation, vision, hearing, immunity, and cardiac performance.

Nutritional research that determined the cause of taurine deficiency in cats led to recognition that the
synthesis of taurine from dietary methionine and cyst(e)ine is limited in strict carnivores. The limitation is so
great that taurine must be included in the diets of cats and other carnivores to prevent deficiency disease. Low
activity of a liver enzyme in the taurine biosynthetic pathway (cysteine dioxygenase and cysteine

cysteinesulfinate decarboxylase) is among suggested causes for limited production of taurine in cats® (Figure
1). Most herbivores and omnivores, among which dogs are included, appear capable of meeting body taurine
through de novo synthesis of taurine when dietary methionine and cyst(e)ine are adequately provided. It is for
this reason that taurine is not considered to be an essential nutrient in dogs.

Nonetheless, taurine deficiency has been observed in dogs given diets apparently adequate in methionine
and cyst(e)ine. At this time, taurine deficiency appears most clearly to affect heart function in dogs, seen

clinically as a reversible dilated cardiomyopathy2'3. Retinal degeneration as indicated from fundic exams has
been described in few dogs4. Poor reproduction, small litters, and short-statured puppies have been
anecdotally reported3. Correlation with low activity, health problems, and need for medications are also

described®. Some of the taurine deficiency disease may be breed-specific. A dilated cardiomyopathy that
appears to respond to taurine supplementation has been described in American Cocker Spaniels with low blood

taurine concentration®. Low blood taurine concentration has been described in Newfoundlands with cystinuria7.
In this case, urinary loss of biosynthetic precursor of taurine is surmised to explain the taurine deficiency. A

1of5 9/22/2009 3:36 PM
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defect in renal tubular reabsorption of cystine from an inherited mutation of an amino acid transporter appears

to underlie Newfoundland cystinurias.

During the last 10 years, a taurine deficiency of nutritional origin has been described in dogs. One case in

research Beagles clearly could be attributed to long-term feeding of a low protein diet®. Methionine and
cyst(e)ine in the experimental diet were evidently inadequate because blood taurine concentrations among
the dogs were low, and two dogs showed signs consistent with dilated cardiomyopathy that was improved by
taurine supplementation. In other cases, clinically presented dogs of a variety of breeds are reported to have

low blood taurine concentration and varying degrees of myocardial failorg? 2% Many of these dogs were
of large body size and maintained on commercial diets in which lamb-meal and rice were the principal protein
sources. The cause for the taurine deficiency among the dogs was initially unclear. Breed differences in protein
digestibility have been reported but the differences did not seem consistent with body size'?. Chemical
analyses of suspect diets revealed more than adequate dietary protein, methionine, and cyst(e)ine, and
varying amounts of dietary taurine. However, taurine status could be improved by oral methionine or dietary

change3. It seemed that bioavailabilities of either dietary protein, methionine, and or cyst(e)in were low.

The cause for the susceptibility of large-breed dogs to taurine deficiency has been investigated in recent
years. The approach for this has involved comparisons between Beagles and larger dogs, about 3 times or
greater in body weight. This research has produced several important findings. Gastrointestinal and not
urinary taurine loss was found to be greater in large compared to small dogs given the same diet’3. The cause
for the size-difference was not clear but as indicated from fecal bile acid analysis it may have been related to
differences in efficiency of bile acid reabsorption. Like cats, dogs conjugate their bile acids with taurine.
Comparisons of taurine synthesis between large and small dogs revealed an impact of food intake and energy
requirement of maintenance314. Unlike that which is observed in cats, taurine status in dogs was found to
increase with food intake and energy needed to maintain a healthy body weight15'16. Together these findings
indicated a greater need for taurine biosynthesis and precursor to support the biosynthesis in large compared
to small dogs, especially in large dogs with a low maintenance energy requirement. This conclusion meant
that a greater risk for taurine deficiency may be expected in large- than small-breed dogs if fed diets that are
marginal protein content and or sulfur-containing amino bioavailability.

Figure 1. Metabolic pathways to taurine synthesis.
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DIETARY SUPPLEMENTATION
As a result of finding causes for taurine deficiency in dogs, taurine was recognized to be a dispensable nutrient

for dogs when inadequate quantities of sulfur-containing amino acids are provided”. An adequate intake of
taurine for dogs was recommended for diets low in protein or known to be low in sulfur-containing amino
acids. For other diets, the sulfur-containing amino acid allowance for dogs was substantially increased by the
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NRC17/18 Based on the extent of the increase in the allowance, it would seem that much of the sulfur-
containing amino acid requirement in dogs is devoted to taurine synthesis. This condition can be appreciated
by comparing recommendations for dogs with those for cats. The recommended allowance for methionine +
cystine in diets for dogs (1.65 g/1000 kcal) in the maintenance state are now about twice that of cats (0.85
g/1000 kcal), a species in which taurine needs cannot be met by biosynthesis. Recommended allowances for
most other amino acids in dogs are lower than those in cats.

In apparently responding to reports of taurine deficiency in dogs, pet food manufacturers have been
supplementing some diets for dogs with taurine. The taurine supplementation is not limited to diets low in
protein. This practice unfortunately eliminates application of a very useful means for evaluation of sulfur-

containing amino acid bioavailability. As pointed out by Odle et al. over 15 years ago'?, the monitoring of
taurine status is potentially useful for determining the adequacy dietary sulfur-containing amino acid content in
animals that synthesize taurine, such as dogs. The adequacy of dietary provision of methionine and cystine is
not sensitively indicated by changes in plasma concentrations of methionine and cyst(e)ine. This appears to be
a beneficial consequence of homeostatic regulation of the amino adds by liver. When in excess, methionine
and cysteine compared to other dietary amino acids have a greater potential to be toxic. In contrast, taurine
has low toxicity and its concentrations in plasma are observed to vary substantially with dietary sulfur amino
acid concentration. End products of methionine and cysteine metabolism other than taurine could be
monitored; however, they may not be as sensitive or as desirable to measure as taurine. Glutathione is a
good example for comparison because glutathione synthesis utilizes methionine and cyst(e)ine. Glutathione,
like taurine, occurs in high concentrations in many cell types, serves as an antioxidant, circulates in plasma,
and has many vital functions. Low glutathione concentrations in tissues are believed to compromise cell

function, to promote tissue damage, and increase morbidity under various disease conditions2°. Though
glutathione is arguably important to consider in suspected dietary deficiency of sulfur-containing amino acids,
taurine is a more sensitive indicator to monitor than glutathione for a least two reasons. First, the liver
regulates concentrations of circulating glutathione like that observed for methionine and cyst(e)ine. And,
second, the synthesis of taurine appears to have a lower priority than synthesis of glutathione. The Michaelis

constant (Km) for the rate controlling enzyme of glutathione synthesis is less than that of taurine synthesisl.

The relative sensitivity of taurine as an indicator of adequacy of dietary sulfur-containing amino acids is
evident from measurements in large dogs given commercial dog foods believed to have low sulfur-containing

amino acid bioavailability*°/1®. Plasma concentration of taurine was found to be significantly depressed while
plasma glutathione concentration appeared unaffected and whole blood glutathione appeared only mildly
depressed.

MONITORING ADEQUACY OF SULFUR-CONTAINING AMINO ACIDS

Commercial dog foods that have produced taurine deficiency appear to adequately support protein synthesis.
Labeling claims for some diets indicate that the diet passed a feeding protocol in which acceptable changes in
body weight, albumin, and hemoglobin concentration were observed. Evidence that protein synthesis is
supported by such diets is still consistent with a low level of sulfur-containing amino acid intake. Under such a
condition, catabolism of methionine and cysteine as with taurine synthesis is restricted while remethylation of
homocysteine back to methionine and incorporation of cysteine into protein and glutathione given high

priorities1 (Figure 1). Hence, the monitoring of taurine status is tool that may be used to specifically assess
sulfur-containing amino acid adequacy beyond that needed to achieve nitrogen balance. Such monitoring
would seem worthwhile given the potential for producing diets deficient in sulfur-containing amino acids.

Methionine is often the first or second limiting amino acid in diets for dogs17 and cystine is usually present in
diets in a limited range of proportions (~ 1:1 to 1:2) relative to methionine®. Thus, because typical amino acid

analyses of diets do not indicate bioavailability21, unrecognized, less than optimal amounts of methionine and
cystine may occur in dog foods. This has been substantiated by studies of diets and ingredients in ileal-

cannulated animals, where variable and low digestibilities of cystine are reported®2:23. The heat processing of
diets and including the rendering process used in producing meat-meals is suggested to especially affect the
cystine bioavailability. It should be noted that though heat processing has this effect, a few factors are
mitigating. Digestibility effects of heat processing vary considerably with the temperature, time, and nature of

the food matrix [e.g., 24]. Also, heat processing can increase digestibility of some proteins that contain

sulfur-amino acids, such as protein from soybeansl7.

For non-invasive convenient monitoring of taurine status, taurine concentrations in urine, blood, and plasma
are useful. Of these concentrations, taurine to creatine ratio in free-catch urine samples appears to change

most acutely with a dietary change13. Unfortunately, reference ranges are not reported for urine taurine to
creatine ratio, and urine creatinine concentration varies with muscle mass and may scale differently with body
size than taurine excretion. With daily urine collections over 5 days, taurine synthesis rate in dogs may be

estimated after a single oral administration of stable isotopic taurine>1®. Determination of taurine synthesis
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rate is useful for distinguishing the cause of low taurine status. High loss of taurine could reduce taurine status,
but so could low synthesis, as would occur with low intake or bioavailability of sulfur-containing amino acids.
Low values thought to be indicative of taurine deficiency have been reported for blood and plasma taurine
concentrations®>®, These values are based on prevention of dilated cardiomyopathy. Greater values than
these may be needed to optimize other functions dependant on taurine and other sulfur-containing amino
acids. In the maintenance state, dietary amino acids concentrations that optimize variables like the immune

response, wound healing, and health in old age have not been determined!”’.

CORRECTING DEFICIENCY

For diets that are not made intentional low in protein, as with some therapeutic diets, it seems inappropriate
to add taurine to correct low taurine status induced by a diet. Correction by increasing methionine and
cysteine bioavailability seems most appropriate. In making such a correction, monitoring of taurine status as
described above may be used assess sulfur-containing amino acid bioavailabilities. Increasing the
concentration of dietary protein with low sulfur-containing amino acid bioavailability is also not a desirable
means of correction. This manipulation may increase fermentable residue if the protein is not well digested. Of
relevance here is a report of many years ago demonstrating distal small intestinal fermentation in dogs given
a high protein diet2>. The health significance of such fermentation is not known. Better options than increasing
dietary protein would be to substitution of higher quality protein or supplementation with DL-methionine. It is
interesting that the latter measure may especially support taurine synthesis while filling other needs for sulfur-
containing amino acids. Research in rats show higher taurine formation and excretion in animals fed excess
methionine than in those fed excess protein26. With methionine compared to protein supplementation, the

switch to formation of taurine more than sulfate is suggested to have the advantage of less perturbation of

acid-base balance?.
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Plasma and whole blood taurine in normal dogs of varying size
fed commercially prepared food

By S. J. DeLaney!, P. H. Kass?, Q. R. RocErs® and A. J. Fascertr’

Summary

The objective of the present study was to examine the effect of signalment, body size
and diet on plasma taurine and whole blood taurine concentrations. A total of 131
normal dogs consuming commercially prepared dog food had blood drawn 3-5 h post-
prandially to be analysed for plasma amino acids and whole blood taurine. Body weight
and morphometric measurements of each dog were taken. Plasma and whole blood
taurine concentrations were 77 + 2.1 nmol/ml (mean + SEM) and 266 + 5.1 nmol/ml
(mean + SEM), respectively. No effect of age, sex, body weight, body size, or diet was
seen on plasma and whole blood taurine concentrations. Mean whole blood taurine
concentrations were lower in dogs fed diets containing whole grain rice, rice bran or
barley. The lowest whole blood concentrations were seen in dogs fed lamb or lamb meal
and rice diets. Plasma methionine and cysteine concentrations were lower in dogs fed
diets with animal meals or turkey, and whole grain rice, rice bran or barley. Fifteen
of 131 dogs had plasma taurine concentrations lower than, or equal, to the previously
reported lowest mean food-deprived plasma taurine concentration in normal dogs of
49 + 5 nmol/ml (mean + SEM) (ErLioTT et al,, 2000). These findings support the theory
that taurine deficiency in dogs may be related to the consumption of certain dietary
ingredients. Scientific and clinical evidence supports the hypothesis that dilated
cardiomyopathy is associated with low blood taurine concentration in dogs; therefore,
further work is indicated to determine the mechanism by which diet can affect taurine
status in dogs.
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Kinetics of taurine depletion and repletion in plasma, serum,
whole blood and skeletal muscle in cats*

L. Pacioretty!, M. A. Hickman?, J. G. Morris, and Q. R. Rogers

Department of Molecular Biosciences, School of Veterinary Medicine,
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Accepted November 2, 2000

Summary. The relationship between taurine concentrations of plasma, whole
blood, serum and skeletal muscle during taurine depletion and repletion was
investigated in cats, to identify the most useful indicators of taurine status.
Sixteen cats were fed a purified diet containing either O or 0.15g/kg taurine for
S months. Treatments were then reversed and the taurine concentration was
measured during repletion and depletion phases. Plasma taurine exhibited the
fastest rate (slow component) of depletion (t,, = 4.8 wk), followed by serum
(5.3wk), whole blood (6.2wk), and skeletal muscle (11.2wk). Whole blood
taurine was the first to replete at a rate of 0.74wk to ¥/, maximal repletion,
followed by serum (2.1wk), skeletal muscle (3.5wk), and plasma (3.5wk).
Whole blood more closely reflected skeletal muscle taurine concentrations
than plasma during depletion, while plasma taurine concentrations appear to
be the most valuable predictor of skeletal muscle taurine concentrations
during repletion. This study suggests that the best clinical method to evaluate
the taurine status of the cat is the determination and interpretation of both
plasma and whole blood taurine concentrations.

Keywords: Amino acids — Taurine — Taurine depletion — Taurine repletion —
Cats — Feline

Introduction

Taurine deficiency is associated with a number of specific pathological condi-
tions in cats, including feline central retinal degeneration (Hayes et al., 1975;

* A preliminary report of this research was presented (Morris, J. G., Q. R. Rogers and L.
M. Pacioretty “Taurine: an essential nutrient for cats”) at the 18th Waltham International
Symposium, Health, Nutrition and Disease in Clinical Practice, San Francisco, CA, March
26, 1990, pp. 16-22.

! Current Address: BIOnexus, Ltd., 30 Brown Road, Ithaca, NY 14850.

2Current Address: Pfizer Inc., Central Research Division, Eastern Point Road, Groton
CT 06340.
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Schmidt et al., 1976), reproductive failure in queens with associated congeni-
tal abnormalities in kittens (Sturman et al., 1986; Sturman and Messing, 1991)
and dilated cardiomyopathy (Pion et al., 1987). Studies in normal humans
have shown that plasma taurine concentration is subject to wide variation
(Trautwein and Hayes, 1990; Vinton et al., 1986) and that sampling technique
can have a marked affect on resulting values (Laidlaw et al., 1987; Trautwein
and Hayes, 1990). Sampling discrepancies occur from contamination of
plasma with taurine from intracellular blood sources, including platelets or
granulocytes, which can have 300-400 fold greater taurine concentrations. In
addition, the relatively small plasma taurine pool rapidly exchanges with the
larger tissue taurine pools, which can lead to marked fluctuations in plasma
taurine concentration (Sturman et al., 1975; Matsubara et al., 1985). Whole
blood, an easily obtainable tissue to sample, has been investigated as an index
of taurine status (Laidlaw et al., 1987; Trautwein and Hayes, 1990) and may
prove to be a superior indicator of the taurine status of an animal than plasma
taurine. However, the correlation between plasma, whole blood and other
tissue taurine pools has not been thoroughly investigated.

Kinetic studies examining taurine metabolism and turnover in humans
(Sturman et al., 1975), rats (Sturman, 1973), and the rhesus monkey
(Matsubara et al., 1985), demonstrate the existence of at least two pools of
whole body taurine, a relatively small pool that has a rapid turnover rate and
a much larger pool with a slow turnover rate. Tissues that comprise the rapidly
exchanging pool include the liver, kidney, intestine, spleen and lung, while the
slower pool is comprised of brain, heart and skeletal muscle. The differences
in taurine kinetics between tissues complicate the determination of whole
body taurine status in an individual animal. This study was conducted to
determine the relationship between taurine concentrations of plasma, whole
blood, serum and skeletal muscle during taurine depletion and repletion in
cats to identify the most useful indicators of taurine status. Previous studies
have measured the concentrations of taurine in plasma and various tissues of
taurine depleted kittens (Sturman et al., 1978), but no studies have investi-
gated the time-course of taurine concentration changes during depletion and
none have evaluated changes during taurine repletion. Preliminary studies in
our laboratory (unpublished) suggest that taurine kinetics during repletion
and depletion are not the same in all taurine pools. Because cats may be fed
diets varying widely in taurine content, an individual animal may be undergo-
ing taurine depletion or repletion at the time taurine status is evaluated.
This study examined pools of taurine that may be clinically assayed with the
objective of defining the most appropriate indicator of taurine status for an
individual cat.

Materials and methods
Animals

Sixteen, 9-wk old cats (1,050-1,180 g), from the Nutrition and Pet Care Center, University
of California at Davis, were used as experimental animals. Cats were housed in individual
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stainless steel cages with food and water available at all times, in a light-controlled (14h
light: 10h dark) room at 21 = 3°C. Care throughout the study was in compliance with the
“Guide for The Use and Care of Laboratory Animals” developed by the Institute of
Laboratory Animal Resources of the National Research Council. The experimental
protocol was approved by the University of California at Davis, Animal Use and Care
Administrative Advisory Committee, utilizing the guidelines provided by the American
Association for Laboratory Animal Care.

Diets

Cats were fed two purified diets that were identical except for the taurine concentrations,
1,500 or O mg taurine/kg (Table 1). In the 0 mg taurine/kg diet, taurine was replaced by an
equal weight of cornstarch. Food intake was measured daily.

Design

Cats were randomly assigned to two groups, with equal representation of males and
females, and fed either the 1,500 or O mg taurine/kg purified diet for Smo. The dietary
treatments were then reversed and the cats then fed the taurine-free diet were designated
the depletion group and those fed the 1,500mg taurine/kg diet were designated the
repletion group. Changes in the concentration of taurine in plasma, whole blood, serum
and skeletal muscle were then measured for 25wk. Prior to the dietary change, 2 samples
were taken from each cat at 4 day intervals with subsequent samples taken ond 1, 3, 6 and
13, and wk 5, 11, 17 and 25. Lean body mass was estimated at wk 24 by whole body
counting of ¥K as previously described (Peacock et al., 1987).

Blood samples

Food was withheld from cats for 12h and then 3ml blood samples were collected by
jugular puncture in a heparin-coated plastic syringe and in a non-heparinized plastic
syringe. Each heparinized blood sample was divided into 2 sub-samples, one was centri-
fuged at room temperature (15 min at 3,900 X g), and the other remained as whole blood.

Table 1. Composition of diets

Dietary component

glkg
High nitrogen casein! 340
Corn o0il? 250
Cornstarch? 195
Glucose monohydrate* 150
Mineral Mix3 50
Vitamin Mix® 10
Choline chloride 3
Taurine 1.5

1U.S. Biochemical Corp., Cleveland, OH. 2Mazola,
CPC International Inc., Englewood Cliffs, NJ.
*Melojel, Bridgewater, NIJ. “International Corp.,
Englewood Cliffs, NJ. *°For composition see
Williams et al., 1987.
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The non-heparinized sample remained at room temperature for 1h to allow clot forma-
tion (in plastic tubes) and was then centrifuged (20min at 3,900 X g) to separate the
serum. All samples were stored at —20°C until analysis.

Muscle samples

Skeletal muscle samples were obtained under light anesthesia. The average length of
anesthesia prior to sample collection was 5 minutes, a length of time unlikely to cause
changes in taurine pools. Cats were pre-medicated with 0.5mg acetylpromazine
{ Acepromazine, Tech America, Elwood, Kansas) and 0.12 mg atropine (Elkins-Sinn, Inc.,
Cherry Hill, New Jersey), subcutaneously, and anesthetized with 40mg of intravenous
ketamine hydrochloride (Vetalar, Parke-Davis, Morris Plains, New Jersey). Using aseptic
technique, a 5 to 24mg (mean 11.4mg) sample of semitendinosus muscle was obtained
percutaneously using a biopsy needle (Tru-Cut, Travenol Inc., Deerfield, IL). Biopsies
were taken alternately from the left and right muscles and the sampling site located
approximately 5mm proximally with each sampling to avoid previous biopsy sites.

Sample analysis

Taurine concentration was determined in all samples by amino acid analysis (Beckman
models 121MB or 7300, Fullerton, CA) after deproteinization with an equal volume of
aqueous sulfosalicylic acid (60g/L). Before deproteinization, whole blood was lysed by
freezing and thawing twice and an equal volume of distilled water was mixed with each
sample resulting in a 1:1 dilution. Muscle samples were weighed and diluted with 400-
750ul. of distilled water, depending on sample size, and homogenized with a glass
homogenizer (Duall 20, Kontes, Vineland, New Jersey). Following homogenization, each
sample was sonicated for three seconds (Biosonik IV sonicator, Bronwill Scientific) to
ensure total cell disruption. Samples were then deproteinized by the same procedure as
for plasma, serum and whole blood.

Statistical analysis

Differences in weekly body weight and food intake over time were assessed using a
repeated measures analysis of variance for unbalanced data (SAS — General Linear
Model, Version 6, SAS Institute, Cary, NC). Taurine depletion data were analyzed using
a least squares curve fitting and decision making program (Brown and Manno, 1978). A
nonlinear least squares analysis was used to assess taurine repletion kinetics (IMTEC,
1983, Bowie, Maryland). In order to assess the relationship of taurine concentrations in
whole blood, plasma and serum to muscle, a simple linear regression was performed with
muscle taurine concentration as the dependent variable. Correlation coefficients were
used as an index of association for each of the three independent variables with muscle
taurine. The statistical procedures used to determine linear regressions were as described
(Snedecor and Cochran, 1980). Values in the text are means + seM, n = 8. Differences
between means were considered statistically significant at p << 0.05.

Results

The mean body weight of cats in the repletion group increased from 2.5 to
2.9kg, while the mean body weight of cats in the depletion group remained
unchanged at 2.7kg. Maximum body weight was attained at 17 weeks for the
repletion group. Despite the small difference between groups in mean body
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Fig. 1. Time course of taurine concentrations in plasma, serum, whole blood and skeletal
muscle of cats during taurine depletion or taurine repletion. Values are means = SEM
of 8 cats

weight, there was no difference in lean body mass as determined by percent-
age body potassium (taurine-repleted cats, 0.19 = 0.01% compared to 0.18 +
0.005% for the taurine-depleted cats). Food intakes were not different be-
tween the two groups following the dietary switch, nor did food intake change
over the course of the experiment.

Kinetics of taurine depletion in plasma, serum and whole blood exhibited
two components (Fig. 1). The rapid component of plasma taurine depletion
had a half-life of 0.76 wk, depleting at a rate of 1.26 umol/L/wk from an initial
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Table 2. Taurine concentration, depletion rate and half-life in plasma, serum, whole blood and skeletal
muscle of kittens!

Tissue Initial taurine Rapid component Slow component
Depletion rate t,, Depletion rate  t,,
umol/L, *umol/kg  pumol/L/wk wk umol/L/wk wk
{wet weight)
Plasma 593 = 4.6° 1.26 = 0.31 0.876 = 0.15*  0.15 = 0.01® 477 + 0.43
Serum 172 = 18¢ 1.11 = 0.60 1.98 = 041> 0.13 = 0.01° 53 + 0.41=
Whole blood 477 + 849 1.53 = 1.18 297 =069 012 = 0.01° 6.16 = 0.58
Skeletal muscle* 9,800 = 1,3002 73 = 102 112 = 1.78

L All values are mean = SEM, n = 8. Means within each column not sharing a common superscript letter
are significantly different at p < 0.05.

concentration of 59.3 umol/L. (Table 2). The rapid components of serum and
whole blood taurine depletion had half-lives of 1.98 and 2.97 wk, respectively
and the rates of depletion for these two pools were not different from plasma.
Although the rates (umol/L/wk) of taurine depletion did not differ, the half-
life of the rapid component of plasma depletion was less than the half-life
observed in whole blood taurine. No significant difference was observed
between the half-life of the rapid component of plasma and serum, or serum
and whole blood (p > 0.05).

Skeletal muscle taurine concentration exhibited only one component of
depletion and actually appeared to increase early in the depletion period (Fig.
1). The rate of depletion and the half-life of skeletal muscle taurine was,
therefore, determined from the last five samples, beginning 5wk into the
depletion period. The mean half-life for this period was 11.2wk, with a deple-
tion rate of 73umol/wk/kg (wet weight) from an initial concentration of
9,800 umol/kg wet weight. During depletion the quantity of taurine lost from
the muscle pool was greater than the other pools, because of the total size of
the muscle pool. However, the half-life of the muscle pool was longer than the
half-lives of the slow components of taurine depletion of the plasma, serum
and whole blood pools.

The time for plasma taurine to replete to half-maximal concentration was
3.72wk (Table 3), which was longer than the time for both serum and whole
blood to reach half-maximal concentrations. The time to achieve half maximal
repletion in skeletal muscle (3.49wk), was similar to plasma (3.72 wk), but the
maximum taurine concentration was much higher, 12,600 umol/kg wet weight
in muscle compared to 96.4umol/L. in plasma. In addition, muscle size has
several fold the volume of plasma.

The depletion characteristics of skeletal muscle (beginning 2 weeks into
the depletion period) were significantly correlated with those of whole blood
(r = 0.95), serum (r = 0.88) and plasma (r = 0.91) as illustrated in Fig. 2. While
the depletion characteristics of skeletal muscle were highly correlated with
those of whole blood, serum and plasma, the repletion characteristics of
skeletal muscle most closely resembled plasma (r = 0.94). The relationship
between the repletion of serum and skeletal muscle taurine, and between
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Table 3. Taurine repletion variables in plasma, serum, whole blood and skeletal muscle
in kittens!

Tissue Estimated maximal Repletion rate Time of half
taurine concentration maximal repletion
umol/L, *umol/kg wet wt umol/L/wk wk

Plasma 964 +10.2° 0.39 = 0.10° 372 £ 0.2

Serum 273 +£9.9¢ 0.70 = 0.08° 2.06 = 0.1°

Whole blood 512 + 219 1.95 = 0.06° 0.74 = 0.12

Skeletal muscle* 12,560 * 8002 410 = 102 349 = (0.2¢

L All values of mean = SEM, n = 8. Means in a column not sharing a common superscript
letter are significantly different at p < 0.05.

MUSCLE TAURINE (mmol/kg wet weight)

B Plasma
4 A  Serum
v  Whole Blood
3 -
| W 4
2 | Ry
T T T T T 1
0 50 100 150 200 250

PLASMA, SERUM OR WHOLE BLOOD TAURINE (umol/L)}

Fig. 2. Relationship between taurine concentrations of plasma (r = 0.91, P < 0.001),

serum (r = 0.88, P < 0.01), whole blood (r = 0.95, P < 0.001) and taurine concentration

of skeletal muscle during taurine depletion in cats. Each point represents mean data from
8 cats at each time point during depletion (from 2-25 weeks)

whole blood and skeletal muscle taurine were not as highly correlated, r =
0.80 and r = 0.59, respectively (Fig. 3). The low correlation between whole
blood and skeletal muscle appears to be due to the rapid repletion of whole
blood taurine compared to skeletal muscle.

Discussion

The major objective of this study was to compare the rates of taurine deple-
tion and repletion and correlate the taurine concentrations of plasma, serum,
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Fig. 3. Relationship between taurine concentrations of plasma (r = 0.94, P < 0.001),

serum (r = 0.80, P < 0.01), whole blood (r = 0.59, P < 0.1) and taurine concentration of

skeletal muscle during taurine repletion in cats. Each point represents mean data from 8
cats at each time point during repletion (from 0-25 weeks)

whole blood and skeletal muscle in order to identify the most useful clinical
index of taurine status. The kinetics of depletion appear to be similar for
plasma, serum and whole blood taurine concentrations with a more rapid
decrease initially, followed by a slower phase of decline. In contrast, skeletal
muscle taurine concentrations increased for the first 5 weeks of depletion and
then demonstrated only a slow decrease. This is consistent with the findings
of Sturman et al. (1978), who reported a greater half-life of taurine in feline
gastrocnemius muscle than plasma, 10d compared to 2.5d, respectively. They
also found that during taurine depletion, the half-life of taurine in gastrocne-
mius muscle remained unchanged while that of plasma increased to 10d,
similar to the half-life observed in gastrocnemius muscle.

A change in plasma half-life during depletion could explain the initial
rapid and slow terminal components of plasma taurine depletion observed in
this study, with the slow component of plasma taurine depletion reflecting the
increased t,, of taurine. It is not known if the half-life of taurine in serum and
whole blood changes during depletion, however, both of these fluids exhibit
two components of taurine depletion similar to plasma.

The physiological role of taurine in skeletal muscle is unknown, but un-
doubtedly muscle taurine serves as a large reserve pool and supplies taurine to
other tissues during depletion. Skeletal muscle might also be expected to
replete at a slower rate, after full repletion of tissues having a higher affinity
for taurine. This pattern of repletion was observed in skeletal muscle, with
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rates of repletion significantly lower than whole blood or serum. The physi-
ological make-up of the semitendinosus muscle may also influence the results
due to fiber type and innervation (Iwata et al., 1986). “Normal” taurine
concentrations in the semitendinosus muscle as determined in this study
are consistent with the taurine concentrations in gastrocnemius muscle re-
ported in previous feline studies (Knopf et al., 1978; Sturman et al., 1978, 1986;
Sturman and Messing, 1991).

Repletion characteristics of plasma taurine were similar to that of skeletal
muscle and suggest that plasma may also replete only after taurine provision
to other tissues. In contrast, whole blood repleted rapidly compared to plasma
and skeletal muscle and depleted more slowly than plasma. This likely re-
flects differences in active transport systems for taurine (Ahtee et al., 1974;
Jacobson et al., 1986) and may be related to the important functions of
taurine demonstrated in blood cells such as leukocytes and platelets (Hayes
etal., 1989; Schuller-Levis et al., 1990). Changes in whole blood taurine during
repletion and depletion reflect changes in the taurine content of leukocytes
and platelets and not in erythrocytes.

Serum taurine concentrations were more closely correlated with whole
blood taurine concentrations during depletion than plasma, but serum may be
of questionable clinical value because of the variation in the time of clotting
and method of separation of serum at various times and in various laborato-
ries. Taurine is extruded from platelets during platelet aggregation and a
prolonged clotting time may allow for a greater extrusion by the platelets. The
rate of clot formation is dependent on many factors including temperature
and type of tube used, variables which were controlled in this study. In
previous studies, the variability observed in serum taurine concentrations was
greater than that in plasma taurine concentration (unpublished observations).
Because of these limitations and since serum is not a true compartment, we do
not recommend the use of serum taurine concentration as an index of the
taurine status.

It can be concluded from the comparison of depletion and repletion rates
that whole blood taurine concentrations more closely reflects skeletal muscle
taurine concentrations than plasma during depletion. However, plasma
taurine concentrations appear to be the better predictor of skeletal muscle
taurine concentrations during repletion. These findings suggest that the cyto-
plasmic membranes of muscle, leukocytes and platelets have the ability to
retain taurine against a concentration gradient in plasma, a common feature
of many cells containing active transport systems. However, the mechanism
whereby different tissues sense and maintain appropriate intracellular taurine
concentrations is unclear. The differential ability of tissues to extract taurine
from plasma and to retain taurine against a concentration gradient during
depletion may be related to the affinities of the membrane transporters for
taurine, differences in number of transporters or differential rates of passive
diffusion of taurine out of cells.

The concentration of taurine in soft tissues, whole blood and organs is
greater than that of plasma, and their depletion and repletion kinetics differ.
These differences make it difficult to evaluate, using a single clinical sample,
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the taurine status of the cat. However, this study suggests that the best clinical
method to evaluate taurine status may be the determination and interpreta-
tion of both plasma and whole blood taurine concentrations. When cats are
undergoing active repletion or depletion, a single sample may give misleading
results, either overestimating or underestimating body taurine. Therefore, we
recommend that clinicians submit both plasma and whole blood taurine sam-
ples for analysis to evaluate taurine status. In cases where either plasma or
whole blood values are not normal, serial samples should be monitored to
ensure that cats are maintaining adequate taurine status. Until both plasma
and whole blood taurine concentrations are normalized, cats should be con-
sidered at risk for taurine deficiency related diseases.
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Jones, Jennifer L; Queen, Jackie L
Sent: 5/30/2018 11:20:22 AM
Subject: FW: diet related DCM - a couple forms
Jen,
This is the second: B4 It used to made byB4j If we can get lot info, we can look into that.

of different products (brands) on the same line .

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place
i B6

U.S. FOOD & DRUG

‘ AT IED IS TR AT M

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Freeman, Lisa [mailto.Lisa.Freeman@tufts.edu]
Sent: Wednesday, May 30, 2018 6:09 AM

To! B6 :
Cc:iJonés, Jenniter <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>; Joshua A Stern
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@i||inois.edu>;§ B6 i Rotstein,

David <David.Rotstein@fda.hhs.gov=>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>
Subject: RE: diet related DCM - a couple forms

Hi all

Happy to have you share the protocol and diet history. The protocol was designed for internal use so might be
good to modify a few things:
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Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From:i Bé6

Sent: Tuesday, May 29, 2018 10:09 PM
To: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>; Joshua A Stern

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>:

B6

> Rotstein,

David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan

<Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>

Subject: Re: diet related DCM - a couple forms

Thank you so much for all your work Lisa! | just diagnosed a golden today with DCM that eatsi B4 itoo. |
am having the owners fill out the diet history form and will follow your protocol as above. | B5

B5

On Thu, May 24, 2018 at 3:21 PM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote:

Hi everyone
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org
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From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]

Sent: Friday, April 20, 2018 3:50 PM

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern
~Sistern@ucdavis.edu>: Fries. Rvan C <rfries@illinois.edu> B6

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Importance: High

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints,
you can just email me a spreadsheet with the data.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

From: Jones, Jennifer L
Sent: Friday, April 20, 2018 1:19 PM

tufts.edu>: Joshua A Stern

_<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu> B6
i B6 i

' Cc: Rotstein, David <David.Rotstein(d)fda.hhs.qov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>
Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem
/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal:
https.//www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data.
We will review the data and may contact you for possible follow-up.

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

IRl U.S. FOOD & DRUG o m

s T T

From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C
<rfries@illinois.edu> B6

Jones, Jennifer L <JeniiiterJones@ida . iis gov

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
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Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Just a brief introduction for the FDA group:

B6

' Dr. Lisa Freeman_ is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at lllinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! | am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DelLancey,
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu>

-- Do not delete or change any of the following text. --

Join WebEx meeting

Join by phone

B6 US Toll

US Toll Free

Global call-in numbers | Toll-free calling restrictions

.

Can't [oin the meeting?

If you are a host, go here to view host information.

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable in a
legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do

not join the session.
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Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

B6
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 5/30/2018 10:00:32 AM
Subject: reporting diet/DCM dogs
Hi Jennifer

{ How should | report that? Owners
that I'll submit today

Also, did you have thoughts:

B5

i Especially when it's a situation in

which] B5

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www. petfoodology.org
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From:
To:
Sent:
Subject:

Hi Jennifer

Freeman, Lisa <Lisa.Freeman@tufts.edu>

Jones, Jennifer L
5/30/2018 7:19:31 PM
RE: reporting diet/DCM dogs

Sorry to bug you but can you clarify what information you're looking for in these sections below (location of
reportable food and location of the reportable food — contact information). This has confused me on my past

submissions.

This is for another dog food being fed to a dog with DCM \ _________________ The owner is holding the food so is this
section supposed to be filled out with the owner's information? Or something else? The options for organization
type make it look like this should be something else entered here.

Thanks
Lisa
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Lisa M. Freeman, DVM, PhD, DACVN

Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy

| Pl sebeer
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Tufts Clinical and Translational Science Institute
Tufts University
www. petfoodology.org

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www petfoodology.org

From: Freeman, Lisa

Sent: Wednesday, May 30, 2018 6:01 AM
To: Jennifer.Jones@fda.hhs.gov
Subject: reporting diet/DCM dogs

Hi Jennifer . _______.

The dog eatingi B4 thatlreported last Friday d

'Lee:LE ...........

B6 How should | report that? Owners

that I'll submit today

P Especially when it's a situation in

are holding food for analysis. We have new one ot B4 i
Also, did you have thoughts on' B5
which B5 |

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www petfoodology.org
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A broken heart: Risk of heart disease in boutique or grain-

E] vetnutrition.tufts.edu/2018/06/a-broken-heart-risk-of-heart-disease-in-boutique-or-grain-free-diets-and-exotic-ingredients

June 4, 2018
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Earlier this year, Peanut, a 4-year-old male Beagle/Lab mix was diagnosed with a life-
threatening heart disease at our hospital. Peanut had been lethargic, not eating well, and
occasionally coughing. The veterinary cardiologist seeing him asked what he was eating and
found that his owner, in a desire to do the best thing for Peanut, was feeding a boutique, grain-
free diet containing kangaroo and chickpeas. Peanut required several medications to treat his
heart failure but the owner also changed his diet. And today, now 5 months later, Peanut’s
heart is nearly normal!

Heart disease is common in our companion animals, affecting 70-15% of all dogs and cats,
with even higher rates in Cavalier King Charles Spaniels, Doberman Pinschers, and Boxer
dogs. Most nutritional recommendations focus on treating dogs and cats with heart disease
and there is much less information on the role of diet in causing heart disease. However, a
recent increase in heart disease in dogs eating certain types of diets may shed light on the
role of diet in causing heart disease. It appears that diet may be increasing dogs’ risk for heart
disease because owners have fallen victim to the many myths and misperceptions about pet
food. If diet proves to be the cause, this truly is heart-breaking to me.

In my 20 years as a veterinary nutritionist, I've seen vast improvements in our knowledge
about pet nutrition, in the quality of commercial pet foods, and in our pets’ nutritional health

(other than the unfortunate rise in obesity). However, in the last few years I've seen more
1/6
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cases of nutritional deficiencies due to people feeding unconventional diets, such as
unbalanced home-prepared diets, raw diets, vegetarian diets, and boutique commercial pet
foods. The pet food industry is a competitive one, with more and more companies joining the
market every year. Marketing is a powerful tool for selling pet foods and has initiated and
expanded fads, that are unsupported by nutritional science, including grain-free and exotic
ingredient diets. All this makes it difficult for pet owners to know what is truly the best food for
their pet (as opposed to the one with the loudest or most attractive marketing). Because of the
thousands of diet choices, the creative and persuasive advertising, and the vocal opinions on
the internet, pet owners aren’t able to know if the diets they're feeding have nutritional
deficiencies or toxicities — or could potentially even cause heart disease.

Dilated cardiomyopathy

Dilated cardiomyopathy or DCM occurs in cats where it is associated with a nutritional
deficiency (see below). DCM is a serious disease of the heart muscle which causes the heart
to beat more weakly and to enlarge. DCM can result in abnormal heart rhythms, congestive
heart failure (a build-up of fluid in the lungs or abdomen), or sudden death. In dogs, it typically
occurs in large- and giant-breeds, such as Doberman pinschers, Boxers, Irish Wolfhounds, and
Great Danes, where it is thought to have a genetic component. Recently, some veterinary
cardiologists have been reporting increased rates of DCM in dogs — in both the typical breeds
and in breeds not usually associated with DCM, such as Miniature Schnauzers or French
Bulldogs. There is suspicion that the disease is associated with eating boutique or grain-free
diets, with some of the dogs improving when their diets are changed. The US Food and Drug
Administration (FDA) Center for Veterinary Medicine and veterinary cardiologists are currently
investigating this issue.

is diet the cause?

It's not yet clear if diet is causing this issue. The first thought was a deficiency of an amino
acid called taurine. DCM used to be one of the most common heart diseases in cats but in
1987, it was discovered that feline DCM was caused by insufficient taurine in the diet. It was
shown that DCM in cats could be reversed with taurine supplementation, and now all reputable
commercial cat foods contain enough taurine to prevent the development of this lethal

disease. We still occasionally see taurine deficiency-induced DCM in cats but it is usually
when owners are feeding a vegetarian or home-prepared diet, supplemental diets, or a diet

made by a manufacturer with inadequate nutritional expertise or quality control.

In dogs, Golden Retrievers and Cocker Spaniels were found to be at risk for DCM caused by
taurine deficiency, and one study showed that Cocker Spaniels with DCM improved when
given taurine supplementation. Since then, additional studies have shown associations
between dietary factors and taurine deficiency in dogs, such as lamb, rice bran, high fiber
diets, and very low protein diets. And certain other breeds were found to be at increased risk
for taurine deficiency and DCM, including Newfoundlands, St. Bernards, English Setters, Irish
Wolfhounds, and Portuguese Water Dogs. The reasons for taurine deficiency in dogs are not

2/6
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completely understood but could be reduced production of taurine due to dietary deficiency or
reduced bioavailability of taurine or its building blocks, increased losses of taurine in the feces,
or altered metabolism of taurine in the body.

No matter what the reason, the number of dogs with taurine deficiency and DCM subjectively
appeared to decrease since the early 2000’s. However, recently, some astute cardiologists
noticed higher rates of DCM including Golden retrievers and in some atypical dog breeds.
They also noticed that both the typical and atypical breeds were more likely 1o be eating
boutique or grain-free diets, and diets with exotic ingredients — kangaroo, lentils, duck, pea,
fava bean, buffalo, tapioca, salmon, lamb, barley, bison, venison, and chickpeas. Even some
vegan diets have been associated. |t has even been seen in dogs eating raw or home-
prepared diets.

So, is this latest rash of DCM caused by taurine deficiency? Most of these affected dogs were
eating boutique, grain-free, or exotic ingredient diets. Some of the dogs had low taurine levels
and improved with taurine supplementation. But even some of those dogs that were not
taurine deficient improved with taurine supplementation and diet change. Fortunately,
cardiologists reported the issue to the FDA which is currently investigating this issue. [Note:
Dr. Joshua Stern from the University of California Davis is conducting research on taurine
deficiency and DCM in Golden Retrievers.

it’s not so simple

Currently, it seems that there may be two separate problems occurring — one related to taurine
deficiency and a separate and yet unknown problem (with a third group of dogs likely having
DCM completely unrelated to diet). Identifying the potential dietary factors contributing to
DCM in the non-taurine deficient dogs is more difficult, but the FDA and cardiologists are hard
at work trying to solve it. What seems to be consistent is that it does appear to be more likely
to occur in dogs eating boutique, grain-free, or exotic ingredient diets.

Exotic ingredients are on the rise

Why are pet owners feeding these exotic ingredients? | think is it primarily because pet
owners are falling victim to marketing which portrays exotic ingredients as more natural or
healthier than typical ingredients. There is no truth to this marketing — and there is no
evidence that these ingredients are any more natural or healthier than more typical
ingredients. This is just good marketing that preys on our desire to do the best for our pets.

There is no proof that grain-free is better!

Many pet owners have, unfortunately, also bought into the grain-free myth. The fact is that
food allergies are very uncommon. so there’s no benefit of feeding pet foods containing exotic
ingredients. And while grains have been accused on the internet of causing nearly every
disease known to dogs, grains do not contribute to any health problems and are used in pet
food as a nutritious source of protein, vitamins, and minerals.

Exotic ingredients are more difficult to use
3/6
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Not only are the more exotic ingredients unnecessary, they also require the manufacturer to
have much more nutritional expertise to be nutritious and healthy. Exotic ingredients have
different nutritional profiles and different digestibility than typical ingredients, and also have the
potential to affect the metabolism of other nutrients. For example, the bioavailability and
metabolism of taurine is different in a lamb-based diet compared to a chicken-based diet or
can be affected by the amount and types of fiber in the diet.

Small pet food manufacturers might be better at marketing than at nutrition and quality
control

Making high quality, nutritious pet food is not easy! It's more than using a bunch of tasty-
sounding ingredients. The right nutrients in the right proportions have to be in the diet, the
effects of processing (or not processing) the food need to be considered, and the effects of all
the other ingredients in the food need to be addressed, in addition to ensuring rigorous guality
control and extensive testing. Not every manufacturer can do this.

How could diet be increasing the risk for DCM?

What is the consistent factor between the diets being implicated in diet-related DCM? It may
be related to companies’ inadequate nutritional expertise or rigorous quality control. We
published a study several years ago in which we measured a single nutrient in 90 canned cat
foods that all claimed to be nutritionally complete and balanced. We found that 15% of the
diets were deficient in that nutrient (all of those diets were made by small companies). If
companies don’t have the quality control to ensure all nutrients are at the minimum levels,
deficiencies could occur and could contribute to DCM. However, these problems could also
be related to problems with bioavailability or interaction with other ingredients in the diet
(especially the more exotic ingredients, which are not as well studied or understood). And
DCM could even be the result of an ingredient in the diet that is toxic to the heart. The FDA is
investigating this potential association between diet and DCM but, in the meantime, there are
some things you can do.

What should you do?

e Reconsider your dog’s diet. If you're feeding a boutique, grain-free, or exotic ingredient
diets, | would reassess whether you could change to a diet with more typical ingredients
made by a company with a long track record of producing good quality diets. And do
yourself a favor — stop reading the ingredient list! Although this is the most common
way owners select their pets’ food, it is the least reliable way to do so. And be careful
about currently available pet food rating websites that rank pet foods either on opinion or
on based on myths and subjective information. It’s important to use more objective
criteria (e.g., research, nutritional expertise, quality control in judging a pet food). The
best way to select what is really the best food for your pet is to ensure the manufacturer
has excellent nutritional expertise and rigorous quality control standards (see our
“Questions you should be asking about your pet’s food” post).

e [f you're feeding your dog a boutique, grain-free, or exotic ingredient diet, watch for early
4/6
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signs of heart disease — weakness, slowing down, less able to exercise, short of breath,
coughing, or fainting. Your veterinarian will listen for a heart murmur or abnormal heart
rhythm and may do additional tests (or send you to see a veterinary cardiologist), such
as x-rays, blood tests, electrocardiogram, or ultrasound of the heart (echocardiogram).

e If your dog is diagnosed with DCM and eating one of these diets, I'd recommend the
following steps:

o Ask your veterinarian to test whole blood and plasma taurine levels (I recommend
the University of California Davis Amino Acid Laboratory

o Report it to the FDA. This can be done either online or by telephone. The FDA may
be able to help with testing costs for your dog. Reporting it will also help us to
identify and solve this current problem.

o Change your dog’s diet to one made by a well-known reputable company and
containing standard ingredients (e.g., chicken, beef, rice, corn, wheat). Changing to
a raw or homecooked diet will not protect your dog from this issue (and may
increase the risk for other nutritional deficiencies). If your dog requires a
homecooked diet or has other medical conditions that require special
considerations, be sure to talk to a veterinarian or a veterinary nutritionist
(acvn.org) before making a dietary change. You can contact the Cummings
Nutrition Service to schedule an appointment (vetnutrition@tufts.edu)

o Start taurine supplementation. Your veterinarian or veterinary cardiologist can
recommend an appropriate dose for your dog. Be sure to use a brand of taurine
with good quality control.

o Any improvements in your dog’s DCM can take 3-6 months. Your dog will need
regular monitoring and may require heart medications during this time. There’s no
guarantee she’ll improve but is certainly worth a try.

o Make sure your dog is getting the best combination of medications to treat his
heart disease, as this can make a difference in his outcome. You can find a board-
certified veterinary cardiologist near you on this website:
http://find.vetspecialists.com/

Sometimes, the changes we make in pet nutrition advance our knowledge and the health of
our pets. In other cases, we can take a step in the wrong direction when the marketing
outpaces the science. Hopefully, identifying this current issue will allow us to set a new, more
science-based approach to the optimal nutrition of our pets.

For more information about heart disease in dogs, please see our HeartSmart website.

Why Trust Us?

5/6
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As you're on this website right now, we can assume that you love pets and likely have a
special dog or cat (or many) in your life. We love them, too! And not only do we love the pets,
we also love their people, and you are our reason for making this site.

Learn more about the Clinical Nutrition Team at Tufts

The Clinical Nutrition Service at Foster Hospital for Small Animals offers in-person and
telephone appointments to pet owners and case consultations to veterinarians within the
Foster Hospital and throughout the country.

MAKE AN APPOINTMENT

The Tufts Obesity Clinic for Animals specializes in customized weight management plans that
allow for safe weight loss with expert guidance from a board-certified veterinary nutritionist
within the Clinical Nutrition Service.

MAKE AN APPOINTMENT

6/6
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Norris, Anne; Palmer, Lee Anne; Rotstein, David; Carey, Lauren; Hartogensis, Martine;
DeLancey, Siobhan

Sent: 6/11/2018 4:00:58 PM

Subject: RE: Call with FDA to discuss recent findings

Attachments: 800.267-DCM-Grainfree analysis-UPDATED-PFI-redacted.pptx

Here is a version we could share. | can cut/add info as necessary.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

it .5, FOOLD & DRUG
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From: Norris, Anne

Sent: Monday, June 11, 2018 10:34 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Paimer@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis,
Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: Call with FDA to discuss recent findings

If you use Chrome or Mozilla, you should be able to log in. Internet Explorer gave me trouble.

From: Tabor, Peter [mailto:peter@petfoodinstitute. orgl

Sent: Tuesday, June 05, 2018 7:17 PM

To: Tabor, Peter; Jones, Jennifer L; Palmer, Lee Anne; Rotstein, David; Carey, Lauren; Norris, Anne; Dana
Brooks; Mary Emma Young; Tovey, Pat, Hartogensis, Martine

Subject: FW: Call with FDA to discuss recent findings

When: Monday, June 11, 2018 10:30 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada).

Where: GoToMeeting - details below

Hope this works for everyone!

From: Tabor, Peter [mailto:peter@petfoodinstituie. org)

Sent: Tuesday, June 05, 2018 5:47 PM

To: Tabor, Peter; Dana Brooks; Mary Emma Young; Tovey, Pat; Hartogensis, Martine

Subject: Call with FDA to discuss recent findings

When: Monday, June 11, 2018 10:30 AM-11:30 AM (UTC-05:00) Eastern Time (US & Canada).
Where: GoToMeeting - details below

Many thanks for the call today, Martine. Per our conversation, | have set up a GoToMeeting for us. | hope the
proposed time (an hour later) than discussed) works for you and your colleagues — we have a conflict at 9:30am
| was unaware of when we spoke. Please forward the invite to all you think should attend.

Peter

Call with FDA to discuss recent findings
Mon, Jun 11, 2018 10:30 PM - 11:30 PM EDT

Please join my meeting from your_computer. tablet or smartphone.
hitps:falobal. aotomeeting.com/iol B6
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....................................

United States: +1i BG

Access Code:; B6

Dial: 67.217. 95 B6
Cisco dewcesE B6

First GoToMeeting? Let's do a quick system check: https./link.gotomeeting. com/system-check
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Ceric, Olgica
CcC: Norris, Anne; DeLancey, Siobhan

Sent: 4/13/2018 1:06:07 PM

Subject: FYI-FW: Call to discuss DCM cases

I'll keep everyone posted about a time for the meeting.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uiiyum |Im W5, FOOD & DRUG
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From: Jones, Jennifer L

Sent: Friday, April 13, 2018 9:05 AM
To: 'Darcy Adin' <dbadin@ncsu.edu>
Subject: Call to discuss DCM cases

Good morning Darcy,

| hope you're well. Are you able to chat more about the DCM cases from dogs eating grain free food that the
cardiology community is seeing? I'd like to schedule a call with you and some of your colleagues who are also
following the issue. I'd like to gather more information about the clinical findings and your ideas on what could
be the cause. Do you have any contacts with Dr. Joshua Stern or other clinical research cardiologists that could

provide additional information following this issue? | can include them on the call.

Thank you in advance for your time, and have a great weekend.

Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm

i us. FooD & DRUG
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'

Sent: 4/23/2018 7:22:37 PM

Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you, Lisa.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

u' W5 FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Monday, April 23, 2018 8:37 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: hold-call with Dr. Adin re: DCM cases

Dear Jennifer

Please let me know if you need additional info
Thanks for your work on this issue.
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Friday, April 20, 2018 3:50 PM
To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>;; B6
‘ B6

Ce: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Importance: High

My apologies for the repeat email. After further internal discussion, in lieu of submittin B5
you can just email me a spreadsheet with the data.

FDA-CVM-FOIA-2019-1704-004606



Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

WG, FOD B RUG
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From: Jones, Jennifer L

Sent: Friday, April 20, 2018 1:19 PM

To: 'Darcy Adin' <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois. edu> B6

B6

'Cc Rotstein, David <David. Rotsteln@fda hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>
Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue

_and potentially act on these adverse events,; R§ '

B5

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

5. FOOD & DRUG W/“%
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <|stern@uc avis.edu>:_Fries. Rvan C
<rfries@illinois.edu>:! B6 ; B6

Jones, Jennifer L <Jenn|fer.JoneS@fda.hhs.qov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Drsi B@ Freeman| B6 Fries and Stern - the call details are in the forwarded email below.

Just a brief introduction for the FDA group:

B6
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Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! I am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

From: Jones, Jennifer L <Jennifer.Jones(@ftda.hhs.gov>

Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@@ftda.hhs.gov>, "Norris, Anne" <Anne Norris@@fda.hhs.gov>, "DeLancey,
Siobhan" <Siobhan.Delancey(@tda.hhs.gov>, Darcy Adin <dbadin(@ncsu.edu>

-- Do not delete or change any of the following text. --

Join WebEx meeting

Meeting number (access codeé B6
Meeting password B6

Join by phone

B 6 UJS Toll
US Toll Free

Global call-in numbers | Toll-free calling restrictions

-

Can't join the meeting?

If you are a host, go here to view host information.

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable in a
legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do

not join the session.

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

FDA-CVM-FOIA-2019-1704-004608



NC State Veterinary Hospital
1060 William Moore Drive
Raleigh, NC 27607
919-513-6032
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From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L

CC: Freeman, Lisa; Joshua A Stemi _ B6 __ :Rotstein, David
Sent: 8/16/2018 12:49:22 PM

Subject: Re: a few NCSU cases

Thanks Jennifer!

On Thu, Aug 16, 2018 at 8:13 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Good morning everyone,
Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421

W5, FOOD & DRUG
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From: Jones, Jennifer L
Sent: Wednesday, August 15, 2018 2:49 PM
To: 'Freeman, Lisa' <Lisa Freeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu>

Cec: Joshua A Stern <jstern(@ucdavis.edu™> B6
Subject: RE: a few NCSU cases

Thank you, Darcy! We’ll be on the lookout for the cases.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421

||" M u.s. FooD & DRUG

e R EIND S AT 0

FDA-CVM-FOIA-2019-1704-004610



From: Freeman, Lisa [mailto:Lisa Freeman(@tufts.edu]

Sent: Wednesday, August 15, 2018 8:50 AM

To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Joshua A Stern <jstern(@ucdavis.edu> B6

Subject: RE: a few NCSU cases '

That’s really interesting, Darcy!

I wonder B5

Thanks for sharing

Lisa

From: Darcy Adin <dbadin@ncsu.edu>

Sent: Tuesday, August 14, 2018 8:00 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>

Cc: Freeman, Lisa <lisa freeman(@tufts.edu>; Joshua A Stern <j stern@ucdavisedu>;§ B6

B6

iSubject: a few NCSU cases

Hi Jennifer,

I wanted to follow up on the case where NCSU sent you necropsy samples[ B6 33 yr Fs Great Dane).

I've attached her whole blood and plasma taurine concentrations for your records, which were normal.

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and I honestly didn't have a
ton of hope for these dogs:__ B6 i because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

I have asked our resident to report these dogs to the FDA using the portali B6 ) SO

maybe the lowest ['ve ever seen).
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Thank you!

Darcy

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L; Darcy Adin
cc: Joshua A Stern;i_____'B6 _____1Rotstein, David
Sent: 8/16/2018 6:17:49 PM
Subject: RE: a few NCSU cases
Hi Jen
B5
UOKINY TOT-

We appreciate your putting this together. This will be helpful
Thanks
Lisa

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Thursday, August 16, 2018 8:13 AM

Just want to be sure we get what you're

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;

B6 iRotstein, David

<David.Rotstein@fda.hhs.gov>
Subject: RE: a few NCSU cases

Good morning everyone,

Here's our Vet-LIRN rapid necropsy document.
Take care,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

M U.s. FOOD & DRUG Wi o,
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From: Jones, Jennifer L
Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <l jsa.lFreeman@tufts.edu>: Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;!

B6

Subject: RE: a few NCSU cases
Thank you, Darcy! We'll be on the lookout for the cases.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

MY u.s. FOOD & DRUG )
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From: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]
Sent: Wednesday, August 15, 2018 8:50 AM

To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer. Jones@fda hihs.qov>

Cc: Joshua A Stern <jstern@ucdavis.edu>;:

B6

Subject: RE: a few NCSU cases

That’s reallv.interesting. Darcy!

| wonder: B5

Thanks for sharing
Lisa
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From: Darcy Adin <gbadin@ncsu.edu>

Sent: Tuesday, August 14, 2018 8:00 PM

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> e
Cc: Freeman, Lisa <lisa freeman@tufts. edu>; Joshua A Stern <jstern@ucdavis.edu>; B6

B6 :

Subject: a few NCSU cases

Hi Jennifer,

| wanted to follow up on the case where NCSU sent you necropsy samplesi B6 13 yr Fs Great Dane).

I've attached her whole blood and plasma taurine concentrations for your records, which were normal.

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogst. B§ _ibecause they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portal: B6

................

maybe the lowest I've ever seen).

Thank youl!
Darcy

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032
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Report Date NCSU, COLLEGE OF VETERINARY MEDICINE Page 1 of 3
JUL-11-1703:56 PM ANATOMIC PATHOLOGY LABORATORY
http://lwww.cvm.ncsu.edu/dphp/labs/histologylab.htm
Room C-310 1060 William Moore Drive
RALEIGH, NC 27607
Phone #: 919-513-6390 Fax #: 919-513-6703
Accession Number:| — B6 |
Owner: B 6 Reference Number:
Case Coordinator: B6 i
Received:;  B6 Finalized:{  B6 |
Sampled:
To:

B6

Addended Report

Phone # B6

ANATOMIC PATHOLOGY RESULTS

SMALLANIMAL NECROPSY

ANIMAL ID

REF CASE NO
SPECIES

BREED

SEX

AGE

SPECIMEN DESC
GROSS

212267
Canine
Schnauzer
Mc

3y

Body

An 8.2 kg, 2.5-year-old, castrated male miniature schnauzer dog is
presented for postmortem examination. The animal was euthanized and
the body is in fair postmortem condltlon with a euthana5|a’?to’?necropsy
interval of approximately 16 hours. : B6

B6

________________________ B6

B6 ThéThéart is subjectively enlarged. B6

B6
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Report Date
JUL-11-17 03:56 PM

Addended Report

NCSU, COLLEGE OF VETERINARY MEDICINE Page 2 of 3

ANATOMIC PATHOLOGY LABORATORY
http://lwww.cvm.ncsu.edu/dphp/labs/histologylab.htm
Room C-310 1060 William Moore Drive

RALEIGH, NC 27607
Phone #: 919-513-6390 Fax #: 919-513-6703

Accession Number: BG

ANATOMIC PATHOLOGY RESULTS

GROSS DIAGNOSIS

REPORT STATUS
COMMENTS

PATH RESIDENT
SENIOR PATH
DATE

Final Necropsy Report
MICROSCOPIC

i B6 i
2. Heart: mild cardiomegaly with mild mitral valve endocardiosis and mild
left ventricular hypertrophy and left atrial dilation

B6

PRELIMINARY REPORT-HISTOLOGY PENDING

Except for gross evidence of moderate to marked pulmonary edema and
mild cardiac changes, gross examination is otherwise mostly
unremarkable. The heart is mildly enlarged with mild mitral valve
endocardiosis and associated mild left atrial dilation and left ventricular
hypertrophy. This mild degree of cardiac changes does not fit well with
the moderate to severe degree of pulmonary edema present. In addition
to the mild structural changes, a functional cardiac abnormality may have
been contributing to clinical disease in this patient. Samples of lung and
heart were rushed and examined histologically. In addition to the
pulmonary edema, there is also histologic evidence of diffuse, acute
alveolar injury. These pulmonary changes can explain this patient's signs
of respiratory distress. However, the heart is histologically unremarkable
and the skeletal muscle was grossly unremarkable; as such, a cause for
the markedly elevated CK is not yet identified. Histology of skeletal
muscle is pending.

B6
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Report Date
JUL-11-17 03:56 PM

Addended Report

NCSU, COLLEGE OF VETERINARY MEDICINE Page 3 of 3

ANATOMIC PATHOLOGY LABORATORY
http://lwww.cvm.ncsu.edu/dphp/labs/histologylab.htm
Room C-310 1060 William Moore Drive

RALEIGH, NC 27607
Phone #: 919-513-6390 Fax #: 919-513-6703

Accession Number: B6

ANATOMIC PATHOLOGY RESULTS

FINAL DIAGNOSIS

COMMENTS

PATH RESIDENT

SENIOR PATH
FINALIZED DATE

B6

Heart (slide 1), Skeletal muscle (slide 3), Kidneys (slide 3), Spleen (slide
3), Stomach (slide 4), Small intestine (slide 4), Colon (slide 4), Pancreas
(slide 4). Adrenal gland (slide 4); B6

B6

B6

2. Heart: mild cardiomegaly with mild mitral valve endocardiosis and mild
left ventricular hypertrophy and left atrial dilation
i B6

Histology revealsi B6

B6

FDA-CVM-FOIA-2019-1704-004617



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'

Sent: 8/23/2018 3:56:57 PM

Subject: RE: updates

Hi Lisa,

Do we have permission to contact;  B6  about the 2 dobermans?
Thank you,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

it U, 5, FOOD & DRUG

I T EIN DS R AT b

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Monday, August 20, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: updates

Hi Jen
| forgot to note on the report | submitted today that | have a food sample and UPC code for the Acana food that

the 2 Dobies were eating.

Also, fori B6 , whose heart has improved significantly, | just got a sample from the owner who found
some food remaining atherr B@ house — it is not fresh but I'm saving for you in case you want

Thanks | RN R R -4

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-004647



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'

Sent: 8/24/2018 11:29:51 AM

Subject: RE: updates

Thank you, Lisa. I'll contact them.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

u' W5 FOOD & DRUG

II DS EREDET R ATEC b

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Thursday, August 23, 2018 12:26 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: updates

Hi Jen. They gave permission to report so i think it would be fine til contact but | can specifically check if you'd
prefer
Lisa

Sent from my iPhone

On Aug 23, 2018, at 11:57 AJones, Jennifer L <Jennifer.Jones@fda. hhs.gov> wrote:

Hi Lisa,

Do we have permission to contacti B6  labout the 2 dobermans?
Thank you,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From: Freeman, Lisa [mailto:Lisa Freeman@iufts. edu]
Sent: Monday, August 20, 2018 6:18 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>
Subject: updates

Hi Jen
| forgot to note on the report | submitted today that | have a food sample and UPC code for the Acana food that
the 2 Dobies were eating.

some food remaining athet B@ ihouse —it is not fresh but I'm saving for you in case you want
Thar]kS ................... -
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor
Cummings School of Veterinary Medicine

FDA-CVM-FOIA-2019-1704-004648



Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www petfoodology.org
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 2/24/2019 10:08:57 PM

Subject: Acana: Lisa Freeman - EON-380708

Attachments: 2063115-report.pdf; 2063115-attachments.zip

A PFR Report has been received and PFR Event [EON-380708] has been created in the EON System.

A "PDF" report by name "2063 115-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063115-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-380708
ICSR #: 2063115
EON Title: PFR Event created for Acana Natural Balance Petcurean (see diet history for additional details);

2063115
AE Date 02/16/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Terrier - Bull - American Pit
Age B6 vears
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063115

Product Group: Pet Food

Product Name: Acana, Natural Balance, Petcurean (see diet history for additional details)

Description: DCM and CHF diagnosed 2/16/19. Eating multiple BEG diets Taurine and troponin pending Dog
changed to Purina HA vegetarian dry while in hospital and owner has continued this. Will try switching to Pro
Plan Sensitive Skin and Stomach Salmon when bag of HA runs out. If she tolerates that, will stay on it. If not,
will switch back to HA since she's done well on that.

Submission Type: Initial

FDA-CVM-FOIA-2019-1704-004652



Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name 1D Date

Acana, Natural Balance, Petcurean (see diet history for additional
details)

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:

B6

_To view the PFR Event Report, please click the link below:

| B6
B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state government ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

FDA-CVM-FOIA-2019-1704-004653



Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 2/24/2019 11:05:45 PM
Subject: ps-___B6 |

Hi Jen

| forgot to mention that | have diet samples for the Natural Balance and Acana fo

B6

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-004657



From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

_Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;

B6

6/10/2019 9:32:54 PM

Acana: Lisa Freeman -

EON-390104

2068046-report.pdf; 2068046-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390104] has been created in the EON System.

A "PDF" report by name "2068046-report.pdf™ is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2068046-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-390104

ICSR #: 2068046

1

EON Title: Related PFR Event created for Acana Natural Balance Petcurean (see diet history for additional

details); 2068046

AE Date 02/16/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed

Terrier - Bull - American Pit

Age

B6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2008040
Product Group: Pet Food

Product Name: Acana, Natural Balance, Petcurean (see diet history for additional details)

Description: DCM and CHF diagnosed 2/16/19. Eating multiple BEG diets Taurine and troponin pending Dog
changed to Purina HA vegetarian dry while in hospital and owner has continued this. Will try switching to Pro
Plan Sensitive Skin and Stomach Salmon when bag of HA runs out. If she tolerates that, will stay on it. If not,

will switch back to HA since she's done well on that.

FDA-CVM-FOIA-2019-1704-004658



Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name 1D Date

Acana, Natural Balance, Petcurean (see diet history for additional
details)

This report is linked to:
Initial EON Event Key: EON-380708
Initial ICSR: 2063115

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
; B6

3

To view the Related PFR Event Report, please click the link below:

B6

B6

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance ot Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration

FDA-CVM-FOIA-2019-1704-004659



from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Client: BG

Patient:

Chem 21 - 5/13/2019

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

DUPLICATE
Name/DOB - | B6 i Provider ioeweBln
Patient IT>: 439571 Sex SF Order Location: V320559: Investigation info
Phons number: Age 5 Sample ID: 1905130113
Collection Date: 5/13/2019 1:50 PM Species: Canine
Approval date: 5/13/2019 2:51 PM Bread: Pit Bull

Research Chemistry Profile - Small Animal (Cobas)

SMACHUNSK] Ref. Range/fFemales
Glucoze 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0mg/dL
Phosphorus 2.6-71.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 55-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 gidL
A/G Ratio H 0.7-1.6
Sodium H 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium B 6 3754 mEgL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 UL
ALT 14-86 UL
AST 9-54 U/L
Creafine Kinase 22422 U/L
Cholesterol 82-355 mg/dL
Triglycerides 30-338 mg/dl
Amviase 400-1250 U/L
Osmolality (calculated) 291-315 mmol/L
Sample ID: 19031301131 Eeviewed by

END OF REPOR.T (Final)

Page 4/17
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Client:
Patient:

B6

i-proBNP 5/13/2019

Tufts University Attn: Lisa Freeman

2301300020
Canine 200 Westboro Rd. 14
Pit Bull, American Marth Grafton, MA 07536 DATE 5/12/19
Female 508 8395395 D E 5/13/19
ACCOUNT # _B?;E_}E_':‘__ DATE OF RESUL 571419
T sTrenpinG ver-f_ B6
C ervices: Cardiopet® proBNP-Canine®
Chemistry - g
5/113M9 [Crder Recsived) 2116119
514119 11:57 AM (LsstUpdsted)
Cardiopet ; 0 - 900 pmollL
proBNP B6
(Canine)
.
i
i
i
i
i
i
i
i
i
i
i
i
Fleaze note: Complete imterpretive comments for all comcentrations of
Cardicpet proBNF are available in the online directory of services. Sezum
specimens received at room temperatures may have decreassd NI-proBHP
concentrations.
Generated by VetC l:mrm!‘lr:'E PLUS May 14, 2018 1250 PM Page 1 of 1

Page 5/17
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Client: B 6

Patient:

w (s

L Fa

s 4
(o -
N =
-~ s T .
[ '«“’J =

) { &

¢ o

3 &3
Vergrm®®

Gastrointestinal Laboratory
Dr. J.M Steiner

Department of Small Animal Clinical Sciences

Texas A&M University
4474 TAMU
College Station, TX 77843-4474

[___Be 1 Phone:
Tufts Cummings School of Vet Med - Cardiology/Nutrition Fax:
200 Westboro Road i -
North Grafton, MA 01536 s
UsA Owner Mame:
Species:

Date Received:

508 887 4606

B6

Caning
May 30, 2019

Tufts Cummings School of Vet Med -
Cardiclogy/Nutrition Tracking Number:

Gl Lab Accessioni B6 '

439571
Test ___Resuit Reference Internval Assay Date
Ultra-Sensitive Troponin | Fasting i B6 i =0.06 D&31/19
Comments:

Phone: (979) 862-2861
Fax: (979) 862-2864

Gl Lab Contact Information

Email: gilab@cvm tamu.edu

Page 6/17

vetmed famu.edu'gilab
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e 2 58

DUPLICATE

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

Name/DOB: i

B6

Patient ID: 439571

Phone number:

Collection Date: 5/13/2019 1:50 PM
Approval date: 5/13/2019 2:51 PM

Sex: SF
Age: 5

Species: Canine

Breed: Pit Bull

Provider: B6

Sample ID: 1905130113

Order Location: V320559: Investigation into

Research Chemistry Profile - Small Animal (Cobas)

SMACHUNSKI
Glucose

Urea

Creatinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins

A/G Ratio
Sodium
Chloride
Potassium
tCO2(Bicarb)
AGAP

NA/K

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Crcatinc Kinasc
Cholesterol
Triglycerides
Amylase
Osmolality (calculated)

Sample ID: 1905130113/1
END OF REPORT (Final)

B6

Ref.

Range/Females
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2 mg/dL
9.4-11.3 mg/dL
1.8-3.0 mEq/L
5.5-7.8 g/dL
2.8-4.0 g/dL.
2.3-4.2 g/dL.
0.7-1.6
140-150 mEq/L.
106-116 mEq/L.
3.7-5.4 mEq/L
14-28 mEq/L
8.0-19.0

29-40
0.10-0.30 mg/dL
12-127 U/L
0-10 U/L
14-86 U/L

9-54 U/L
22-422 U/L.
82-355 mg/dL
30-338 mg/dl
409-1250 U/L
291-315 mmol/L

Reviewed by:
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i

11/10/2018 6:44:26 PM

B6

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon &

Peas Formula Dry Dog Food

B6

2058695-report.pdf; 2058695-attachments.zip

=ON-370755

A PFR Report has been received and PFR Event [EON-370755] has been created in the EON System.

A "PDF" report by name "2058695-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2058695-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-370755

ICSR #: 2058695

EON Title: PFR Event created for Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon
& Peas Formula Dry Dog Food; 2058695

AE Date 08/06/2018 Number Fed/Exposed | 1|
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Unknown

Breed

Retriever - Golden

Age

District Involved

Product information

Individual Case Safety Report Number: 2058695
Product Group: Pet Food
Product Name: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

Dry Dog Food

Description: Low taurine level, eating Wellness Simple crain free for 3 months prior to testing and Wellness
| g g g

Core Low fat Grain Free food for 3 years before that. Taurine level was

Submission Type: Initial

B6

Echo showed NO DCM

FDA-CVM-FOIA-2019-1704-004686



Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Unknown

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name or ID Date

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight
Salmon & Peas Formula Dry Dog Food

Sender information

B6

USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

B6 i

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i

11/10/2018 6:44:26 PM

B6

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon &

Peas Formula Dry Dog Food

B6

2058695-report.pdf; 2058695-attachments.zip

=ON-370755

A PFR Report has been received and PFR Event [EON-370755] has been created in the EON System.

A "PDF" report by name "2058695-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2058695-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-370755

ICSR #: 2058695

EON Title: PFR Event created for Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon
& Peas Formula Dry Dog Food; 2058695

AE Date 08/06/2018 Number Fed/Exposed | 1|
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Unknown

Breed

Retriever - Golden

Age

District Involved

Product information

Individual Case Safety Report Number: 2058695
Product Group: Pet Food
Product Name: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

Dry Dog Food

Description: Low taurine level, eating Wellness Simple crain free for 3 months prior to testing and Wellness
| g g g

Core Low fat Grain Free food for 3 years before that. Taurine level was

Submission Type: Initial

B6

Echo showed NO DCM

FDA-CVM-FOIA-2019-1704-004686



Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Unknown

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name or ID Date

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight
Salmon & Peas Formula Dry Dog Food

Sender information

B6

USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

B6 i

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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UNIVERSITY OF CALIFORNIA

BERKELEY e DAVIS e IRVINE ¢ LOSANGELES e MERCED e RIVERSIDE e SANDIEGO e SAN FRANCISCO SANTABARBARA e SANTA CRUZ

UC VETERINARY MEDICAL CENTER-SAN DIEGO
PHONE: (858) 875-7505 10435 SORRENTO VALLEY RD, STE 101

SAN DIEGO, CA 92121
CARDIOLOGY
FAX: (858) 875-7583

August 23, 2018
Cardiology Report

B6 H is a 6-year-old FS golden retriever belonging to B6 who presented to the UC Veterinary

Medical Center - San Diego for a cardiac evaluation.

Cardiac Diagnosis: Normal echocardiogram.

Chlef Concerns/MaJor Hlstory B6 1 presented for an |n|t|al cardiac examlnatlon He is part of a Golden Retriever

Cardiology Exam:

CV: I/VI left apilcal slys{olic heart murmur. Reghlar rhythm. Strong and synchronous pulses.

B6

Echocardiogram Subjective Findings:i B6

B6

Echocardiogram Obiective Findings: B6 E

B6

Assessment/Recommendations: There is no evidence of significant cardiomyopathy seen on this exam. There are
trace insufficiencies of the mitral and tricuspid valves. which are hemodynamically insianificant at this time. No
cardiac medications are warranted at this time.; B6

B6 i

Medications: No cardiac medications warranted at this time.

Follow-up: No recheck necessary unless signs of a heart murmur is ausculted or an arrhythmia is seen or
ausculted.

Thank you very much for allowing me to be of service to you and your clients. Please feel free to contact me with
any questions or concems.

B6 s DVM, DACVIM (Cardiology)

FDA-CVM-FOIA-2019-1704-004691



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification; i B6
Sent: 2/25/2019 1:05:02 PM
Subject: Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free

turkey: Lisa Freeman - EON-380743

Attachments: 2063134-report.pdf; 2063134-attachments.zip

A PFR Report has been received and PFR Event [EON-380743] has been created in the EON System.

A "PDF" report by name "2063 134-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063134-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380743

ICSR #: 2063134

EON Title: PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free
turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and
turkey recipe; 2063134

AE Date 02/01/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age 8 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063134

Product Group: Pet Food

Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver,
and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe
Description: Housemate (half sister: B6 3 - (ICSR) of 2063133) diagnosed with DCM and CHF so
screened by RDVM tor BNP which was elevated. Evaluated at Tutts 2/1/19. ARV(/diet-induced DCM with
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ventricular arrhythmia. Diet changed to Royal Canin Early Cardiac and will re-evaluate in 3 months I have diet
sample. 3 other dogs in household (1 had normal BNP, other 2 not yet evaluated)

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 3

Lot Best B
Product Name Number or ¥
D Date

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts
grain-free in gravy chicken and turkey recipe

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
B6 - |

To view the PER _Event Report. _please click the link helow:

B6

g B6 i

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance ot Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
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secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification B6
Sent: 2/25/2019 12:52:56 PM
Subject: Wellness Core grain-free ocean fish dry-Wellness core grain free turkey: Lisa

Freeman - EON-380742

Attachments: 2063133-report.pdf; 2063133-attachments.zip

A PFR Report has been received and PFR Event [EON-380742] has been created in the EON System.

A "PDF" report by name "2063 133-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063133-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380742

ICSR #: 2063133

EON Title: PFR Event created for Wellness Core grain-free ocean fish dry Wellness core grain free turkey
chicken liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe; 2063133

AE Date 01/15/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063133

Product Group: Pet Food

Product Name: Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken liver & turkey
liver canned Wellness Hearty Cuts grain-tfree in gravy chicken and turkey recipe

Description: DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so far, 3 have been
diagnosed with DCM/ARVC'. One other had a normal NT-proBNP and 2 others will be tested Diet has been
changed to Royal Canin Early Cardiac and we will recheck in 3 months. I have sample of dry and canned food
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Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 3

Lot Number | Best By

Product Name or ID Date

Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
turkey recipe

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event. please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6
B6 :

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected. privileged. or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state covernment ofticial, you are reminded ot your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
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through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification; i B6 i
Sent: 2/25/2019 1:20:54 PM
Subject: Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free

turkey: Lisa Freeman - EON-380745

Attachments: 2063135-report.pdf; 2063135-attachments.zip

A PFR Report has been received and PFR Event [EON-380745] has been created in the EON System.

A "PDF" report by name "2063 135-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063135-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380745

ICSR #: 2063135

EON Title: PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free
turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and
turkey recipe; 2063135

AE Date 02/20/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age B6 years

District Involved | PEFR-New England DO

Product information

Individual Case Safety Report Number: 2003135

Product Group: Pet Food

Product Name: Wellness CORE Gram-Free Ocean Whitelish dry Wellness Core erain free turkey, chicken hiver,
and turkey liver formula canned Wellness Core Hearty Cuts erain-free i gravy chicken and turkey recipe

Description: Fating BEG diet - 2 other dogs i houschold diagnosed with DCM ¢ B6

alrcady reportedy RDVM scereened this dog with N'T-proBNP which was clevated so we evaluated at Tults
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contractility) Changing diet to Royal Canin Early Cardiac and will re-evaluate in 3 months. Taurine and troponin
pending

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 3

Lot
Product Name Number or
ID

Best By
Date

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts
grain-free in gravy chicken and turkey recipe

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event. please click the link below:
B6

USA

To view the PFR Event Report, please click the link below:

B6

This email and attached document are bemg provided o you i your capacity as a Commissioned Official with
the US. Department of Health and Human Services as authorized by law. You are being provided with this

iformation pursuant to vour signed Acceptance ol Commisston,

This ematl message 15 intended for the exclusive use ol the recipient(sy named above. Iemay contamn mformation
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The imformation 1s provided as part of the Federal-State Integratton mitiative. As a Commisstoned OlfTicral and
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state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;

B6

6/11/2019 7:17:00 PM

Earthborn grain free weight management dry: Lisa Freeman - EON-390207

2068098-report.pdf; 2068098-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390207] has been created in the EON System.

A "PDF" report by name "2068098-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2068098-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390207
ICSR #: 2068098
EON Title: Related PFR Event created for Earthborn grain free weight management dry; 2068098

1

AE Date 11/05/2018 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Died Euthanized

Breed Doberman Pinscher
Age '-Eé.‘iYears
District Involved | PFR-New England DO

Product information

i

Individual Case Safety Report Number: 2008098
Product Group: Pet Food
Product Name: Earthborn grain tfree weight management dry

Description: Diagnosed with DCM, CHF, and atrial fibrillation 11/5/18. Currently hospitalized. Taurine
submitted to UC Davis. Unclear if related to diet, given breed but eating boutique, grain-free diet. Only prior

B6

collected for evaluation per owner.
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Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Earthborn grain free weight management dry

This report is linked to:
Initial EON Event Key: EON-370708
Initial ICSR: 2058678

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
B6 5

To view the Related PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected. privileged. or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state covernment ofticial, you are reminded ot your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
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through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;

B6

6/10/2019 2:56:47 PM

PureVita Venison & Red Lentils Grain-Free Dry Dog Food; B6

EON-390031

2067992-report.pdf; 2067992-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390031] has been created in the EON System.

A "PDF" report by name "2067992-report.pdf” is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2067992-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-390031

ICSR #: 2067992

1

EON Title: Related PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food,
NutriSource Adult Chicken and Rice formula; 2067992

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed

American Pit Bull Terrier

Age B6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2067992
Product Group: Pet Food
Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and

Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.
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Patient was placed oni B6 Eand taurine. Taurine levels prior to supplementation was WNL.
Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

This report is linked to:
Initial EON Event Key: EON-386301
Initial ICSR: 2066404

... B6 |
200 Westboro Road
North Grafton, MA 01536

USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
B6 ;

To view the Related PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance ot Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mformation is provided as part of the Federal-State Integration iitiative. As a Commissioned Official and
statc government ofticial, you arc reminded of your obligation to protect non-public information, including trade
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secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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; Tufts Cummings School Of Veterinary Medicine
3 200 Westboro Road
!5 I ?E! . North Grafton, MA 01536

Name/DOB: | B6 i Provider:{ B6 |
Patient ID{ B6 | Sex: CM Order Location: Foster Hospital for Small Animals
Phone number: Age: 2 Sample ID: {7 B6 |
Collection Date: 5/3/2019 11:51 AM Species: Canine mmmm—" '
Approval date:  5/3/2019 12:55 PM Breed: Pit Bull

Research Chemistry Profile - Small Animal (Cobas)

DNOYES Ref. Range/Males
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 1.8-3.0 mEq/L
Total Protein 5.5-7.8 g/dL
Albumin 2.8-4.0 g/dL
Globulins B6 23-4.2 g/dL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
Chloride 106-116 mEq/L.
Potassium 3.7-5.4 mEq/L
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NA/K 29-40
Total Bilirubin . 0.10-0.30 mg/dL.
Alkaline Phosphatase Hemolysis may affect result(s) 12-127 U/L
GGT B 6; 0-10 U/L
ALT g 14-86 U/L
AST o 9-54 U/L
Creatine Kinase | “ Hemolysis may affect result(s) 22-422 U/L.
Cholesterol 82-355 mg/dL
Triglycerides B6: 30-338 mg/dl
Amylase 409-1250 U/L
Osmolality (calculated) 291-315 mmol/L
Comments (Chemistry) | | B 6} hemolysis
Sample ID: 1905030068/1 Reviewed by:
END OF REPORT (Final)

FDA-CVM-FOIA-2019-1704-004774



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6 i
Sent: 11/9/2018 10:52:44 PM

Subject: Zignature trout & salmon dry: Lisa Freeman - EON-370715

Attachments: 2058683-report.pdf; 2058683-attachments.zip

A PFR Report has been received and PFR Event [EON-370715] has been created in the EON System.

A "PDF" report by name "2058683-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2058683-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-370715

ICSR #: 2058683
EON Title: PFR Event created for Zignature trout & salmon dry; 2058683

AE Date 11/07/2018 Number Fed/Exposed | 3
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Labrador

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2058083
Product Group: Pet Food

Product Name: Zignature trout & salmon dry

same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and owner
has changed diet and started taurine supplementation

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable
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Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 2

Product Name

Lot Number or ID

Best By Date

Zignature trout & salmon dry

Sender information

Lisa Freeman
200 Westboro Rd

North Grafton, MA 01536

USA

Owner information

B6

i USA

To view this PFR Event, please click the link below:

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and

state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think

you received this email in error, please send an email to FDAReportableFoods(@fda. hhs.gov immediately.
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From:

To:

Sent:
Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Naotification;

B6

3/28/2019 9:01:34 PM

Rachel Ray peak open range recipe (beef: Lisa Freeman - EON-383627

2064872-report.pdf; 2064872-attachments.zip

A PFR Report has been received and Related PFR Event [EON-383627] has been created in the EON System.

A "PDF" report by name "2064872-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2064872-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-383627

ICSR #: 2064872

1

EON Title: Related PFR Event created for Rachel Ray peak open range recipe (beef venison lamb); 2064872

AE Date 10/06/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Boxer (German Boxer)

Age

B6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2004872
Product Group: Pet Food

Product Name: Rachel Ray peak open range recipe (beet, venison, lamb)

Had recheck echo 10/31/18 and still has DCM. Taurine pending. Owner has changed diet to Royal Canin Boxer

Submission Type: Followup
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-004783



Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Rachel Ray peak open range recipe (beef, venison, lamb)

This report is linked to:
Initial EON Event Key: EON-370720
Initial ICSR: 2058685

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
B6

To view the Related PFR Event Report. please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 2/25/2019 12:52:56 PM
Subject: Wellness Core grain-free ocean fish dry-Wellness core grain free turkey: Lisa

Freeman - EON-380742

Attachments: 2063133-report.pdf; 2063133-attachments.zip

A PFR Report has been received and PFR Event [EON-380742] has been created in the EON System.

A "PDF" report by name "2063 133-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063133-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380742

ICSR #: 2063133

EON Title: PFR Event created for Wellness Core grain-free ocean fish dry Wellness core grain free turkey
chicken liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe; 2063133

AE Date 01/15/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age "Eg?Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063133

Product Group: Pet Food

Product Name: Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken liver & turkey
liver canned Wellness Hearty Cuts grain-tfree in gravy chicken and turkey recipe

Description: DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so far, 3 have been
diagnosed with DCM/ARVC'. One other had a normal NT-proBNP and 2 others will be tested Diet has been
changed to Royal Canin Early Cardiac and we will recheck in 3 months. I have sample of dry and canned food

FDA-CVM-FOIA-2019-1704-004797



Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 3

Lot Number | Best By

Product Name or ID Date

Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
turkey recipe

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
B6

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected. privileged. or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state covernment ofticial, you are reminded ot your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
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through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notificationg

10/8/2018 7:12:54 PM

B6

Taste of the Wild Pacific Stream (dry): Lisa Freeman - EON-367849

2055795-report.pdf; 2055795-attachments.zip

A PFR Report has been received and PFR Event [EON-367849] has been created in the EON System.

A "PDF" report by name "2055795-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2055795-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-367849

ICSR #: 2055795

EON Title: PFR Event created for Taste of the Wild Pacific Stream (dry); 2055795

AE Date 02/02/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher
Age BGYears
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055795
Product Group: Pet Food
Product Name: Taste of the Wild Pacific Stream (dry)
Description: DCM and CHF diagnosed 2/2/18. Owner did not change diet atter diagnosis. Just rechecked echo
and no improvement. Taurine levels pending and will echo other dog in household on same diet to screen.

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

1
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Number of Animals Reacted With Product: 1

Product Name

Lot Number or ID

Best By Date

Taste of the Wild Pacific Stream (dry)

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this

information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration

from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated

through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;@ B6

Sent: 1/22/2018 11:28:12 PM

Subject: California Natural Grain-Free Kangaroo and Red Lentils Recipe:i B6
- EON-345833

Attachments: 2040529-report.pdf; 2040529-attachments.zip

A PFR Report has been received and PFR Event [EON-345833] has been created in the EON System.

A "PDF" report by name "2040529-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2040529-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-345833

ICSR #: 2040529
EON Title: PFR Event created for California Natural Grain-Free Kangaroo and Red Lentils Recipe; 2040529

AE Date 08/18/2017 Number Fed/Exposed | 4

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Died Euthanized
Breed Retriever - Labrador

Age 5 Years

District Involved | PFR: B6 DO

Product information

Individual Case Safety Report Number: 2040529

Product Group: Pet Food

Product Name: California Natural Grain-Free Kangaroo and Red Lentils Recipe

evidence of dilated cardiomyopathy and chronic degenerative valve disease. ¥ B6 1 is the biologic niece of
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: 4

Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

California Natural Grain-Free Kangaroo and Red Lentils Recipe

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6

Io view the PFR Event Report. please click the link below:

é B6

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message 1s intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state gcovernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended tor situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs. gov immediately.
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REPORT INFORMATION

Report Profile

Report Version
Report Category
Submitted

FDA ICSR ID

Submitted by

FPSR.FDA PETF.V.V1
Pet Food Safety Report
2018-09-16 11:38:42 EST

2054966

lisa. freeman@tufts.edu

Report Identifying Information

Enter a title to help you identify this
report

Regulatory Status

Type of Submission

B6

Voluntary

Initial

What type of report are you submitting? Adverse Event (a symptom, reaction or disease associated with the product)

FDA-CVM-FOIA-2019-1704-004855



Contact Information - Reporter Sender

May the FDA contact you to follow-up, if
necessary?

Preferred method of contact:
Confirm Email

First Name

Last Name

Primary Phone

Other Phone

Email

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP{Postal Code

Contact Information - Healthcare Professional

Veterinary Practice Name

First Name

Last Name

Primary Phone

Email

Country

Street Address Line 1
City/Town

State

ZIP{Postal Code

Contact Information - Animal Owner

First Name

Last Name

Yes

Email

lisa. freeman@tufts.edu
Lisa

Freeman

5088874523

<blank>
lisa.freeman@tufts. edu
United States

200 Westboro Rd
<blank>

North Grafton
Massachusetls

01536

Tufts Cummings School of Veterinary Medicine

Lisa

Freeman

(508) 887-4523
lisa.freeman@tufts.edu
United States

200 Westboro Rd
North Grafton
Massachusetis

01536

B6
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Primary Phone
Other Phone
Email

Country

Street Address Line 1

Street Address Line 2
City/Town

State

ZIP/Postal Code

Can you provide contact information for
the animal owner?

Contact Information - Receiver

Indicate any other parties that you
notified about this issue

<blank>

Relevant Details

Animal Name/ldentifier | B6

.............

Number of animals given the product 2
Number of animals reacted 1
Species Dog

Breed GreatDane

Age | B |

Select Unit of Measure Years
Weight 69.5
Select Unit of Measure Kilogram
Gender Male
Reproductive status Neutered

Was the animal pregnant at time of

event? <biafic=

Was the animal lactating at time of event? <blank>

Prior to the event, what was the animal's
overall state of health?

Excellent

Problem Details

FDA-CVM-FOIA-2019-1704-004857



Did the animal have any health problems
and/or was taking medication prior to the
event?

Please describe: i

Yes

Product Information

Full name of product as it appears on the
package label

Product Type

UPC from label
Package Type
Package Size

Select Unit of Measure

Last date of product purchase (estimate if
necessary)

Number purchased on this date

Do you have a package/container of
unopened product from this purchase?

Do you have a package/container of
opened product from this purchase?

Taste of the Wild Prey Beef dry (will provide full diet history)

Pet Food
<blank>
BAG
<blank>

<blank>
<blank>
<blank>

<blank>

<blank>

Product Lots

Product Use Details

Describe how the product was used or
administered

Date the product was first given to the
animal

Date last fed the animal product from this
purchase:

Were there any other foods or products
given to the animal during this time
period?

Describe how the product was stored
before and after opening

9 cups/day

06/01/2018

<blank>

<blank>

<blank>
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Contact Information

Relatedness Details

Amount of time from use of product to
onset of the event:

Select Unit of Measure

Was product use stopped after the onset
of the adverse event?

How strongly do you believe this product
is related to the adverse event?

<blank>

<blank>

<blank>

<blank>

Location Name and Address

Store/place of purchase

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

Product Information

Full name of product as it appears on the
package label

Product Type

UPC from label
Package Type
Package Size

Select Unit of Measure

Last date of product purchase (estimate if
necessary)

Number purchased on this date

Do you have a package/container of
unopened product from this purchase?

Do you have a package/container of
opened product from this purchase?

4Health beef stew canned

Pet Food

<blank>

CAN

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>
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Product Lots

Product Use Details

Describe how the product was used or
administered

Date the product was first given to the
animal

Date last fed the animal product from this
purchase:

Were there any other foods or products
given to the animal during this time
period?

Describe how the product was stored
before and after opening

2 tablespoons 3x/day since Jan, 2017

<blank>

<blank>

<blank>

<blank>

Contact Information

Relatedness Details

Amount of time from use of product to
onset of the event:

Select Unit of Measure

Was product use stopped after the onset
of the adverse event?

How strongly do you believe this product
is related to the adverse event?

<blank>

<blank>

<blank>

<blank>

Location Name and Address

Store/place of purchase <blank>

Country <blank>

Street Address Line 1

<blank>

Street Address Line 2 <blank>
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City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Description and Details

Date problem started (09/12/2018
Date of recovery <blank>

with DCM and CHF in July 2018) Owner has another Great Dane at home (~1 year of
age) eating the same diet that will be screened soon Owner approved submission of
this report and talking to FDA Will send rest of medical records by email (sorry - too
many to upload)

Describe what happened

Was a veterinarian consulted? <blank>

Outcome to date Stable

Attached Files

FILENAME taurine.pdf
Description of Attachment Taurine results

Attachment Type Laboratory Report

FDA-CVM-FOIA-2019-1704-004861



Foster Hospital for Small Animals

Cummings M

Veterinary Medical Center North Grafton, MA 01536

(508) 839-5395
AT TUFTS UNIVERSITY

Client: Patient: LBG
Veterinarian: B 6 Species:  Canine
Patient ID: Breed: Great Dane
Visit ID: Sex: Male (Neutered)
Age: I_BG Years Old

Lab Results Report
Chemistry 21 (Cobas) 9/14/2018 12:28:20 PM Accession ID:| B6_ |
|Test |Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-11.3 mg/dL
T. PROTEIN 55-78 g/dL.
ALBUMIN 28-4 g/dL,
GLOBULINS 23-42 g/dL.
A/GRATIO 0.7-16
SODIUM 140 - 150 mEq/L
CHLORIDE BG 106 - 116 mEqg/L
POTASSIUM 37-54 mEq/L
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
DBILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-02 mg/dL
ALK PHOS 12-127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L,

stringsoft

Printed Sunday, September 16, 2018
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REPORT INFORMATION

Report Profile

Report Version FPSR.FDAPETF.V.V1
Report Category Pet Food Safety Report
Submitted 2018-09-16_11:38:42 EST

FDA ICSRID 2054966

Submitted by lisa.freeman@tufts.edu

Report Identifying Information

Enter a title to help you identify this i
report |

B6 |

Regulatory Status Voluntary

Type of Submission Initial

What type of report are you submitting? Adverse Event (a symptom, reaction or disease associated with the product)
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Contact Information - Reporter Sender

May the FDA contact you to follow-up, if
necessary?

Preferred method of contact:
Confirm Email

First Name

Last Name

Primary Phone

Other Phone

Email

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Contact Information -

Veterinary Practice Name

First Name

Last Name

Primary Phone

Email

Country

Street Address Line 1
City/Town

State

ZIP/Postal Code

Yes

Email
lisa.freeman@tufts.edu
Lisa

Freeman

5088874523

<blank>
lisa.freeman@tufts.edu
United States

200 Westboro Rd
<blank>

North Grafton
Massachusetts

01536

Healthcare Professional

Tufts Cummings School of Veterinary Medicine
Lisa

Freeman

(508) 887-4523

lisa.freeman@tufts.edu

United States

200 Westboro Rd

North Grafton

Massachusetts

01536

Contact Information - Animal Owner

First Name

Last Name

B6
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Primary Phone | B6 i

Other Phone <blank>

Email | B6

Country United States

Street Address Line 1 | B6 i

Street Address Line 2 <blank>

City/Town

State B 6

ZIP/Postal Code

Can you provide contact information for
the animal owner?

Contact Information - Receiver

Indicate any other parties that you
notified about this issue

<blank>

Relevant Details

Animal Name/Identifier | B6

Number of animals given the product 2
Number of animals reacted 1
Species Dog

Breed GreatDane

Age B6
Select Unit of Measure Years
Weight 69.5
Select Unit of Measure Kilogram
Gender Male
Reproductive status Neutered

Was the animal pregnant at time of

event? <blank>

Was the animal lactating at time of event? <blank>

Prior to the event, what was the animal's
overall state of health?

Excellent

Problem Details
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Did the animal have any health problems
and/or was taking medication prior to the
event?

Please describe: !

Yes

Product Information

Full name of product as it appears on the
package label

Product Type

UPC from label
Package Type
Package Size

Select Unit of Measure

Last date of product purchase (estimate if
necessary)

Number purchased on this date

Do you have a package/container of
unopened product from this purchase?

Do you have a package/container of
opened product from this purchase?

Taste of the Wild Prey Beef dry (will provide full diet history)

Pet Food
<blank>
BAG
<blank>

<blank>
<blank>
<blank>

<blank>

<blank>

Product Lots

Product Use Details

Describe how the product was used or
administered

Date the product was first given to the
animal

Date last fed the animal product from this
purchase:

Were there any other foods or products
given to the animal during this time
period?

Describe how the product was stored
before and after opening

9 cups/day

06/01/2018

<blank>

<blank>

<blank>
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Contact Information

Relatedness Details

Amount of time from use of product to
onset of the event:

Select Unit of Measure

Was product use stopped after the onset
of the adverse event?

How strongly do you believe this product
is related to the adverse event?

<blank>

<blank>

<blank>

<blank>

Location Name and Address

Store/place of purchase

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Product Information

Full name of product as it appears on the
package label

Product Type

UPC from label
Package Type
Package Size

Select Unit of Measure

Last date of product purchase (estimate if
necessary)

Number purchased on this date

Do you have a package/container of
unopened product from this purchase?

Do you have a package/container of
opened product from this purchase?

<blank>

<blank>
<blank>
<blank>
<blank>
<blank>

<blank>

4Health beef stew canned

Pet Food
<blank>
CAN
<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

FDA-CVM-FOIA-2019-1704-004891



Product Lots

Product Use Details

Describe how the product wast u_sed or 2 tablespoons 3x/day since Jan, 2017
administered

Date the product was first given to_ the <blank>
animal
Date last fed the animal product from this <blank>
purchase:
Were there any other foods or products
given to the animal during this time <blank>
period?

Describe how the product was stored
before and after opening

<blank>

Contact Information

Relatedness Details

Amount of time from use of product to <blank>
onset of the event:

Select Unit of Measure <blank>

Was product use stopped after the onset

of the adverse event? 2/ank>

How strongly do you believe this product
is related to the adverse event?

<blank>

Location Name and Address

Store/place of purchase <blank>
Country <blank>
Street Address Line 1 <blank>

Street Address Line 2 <blank>

FDA-CVM-FOIA-2019-1704-004892



City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Description and Details

Date problem started (09/12/2018
Date of recovery <blank>

Tufts Littermate is B6 i(already reported by owner after being diagnosed
with DCM and CHF in July 2018) Owner has another Great Dane at home (~1 year of
age) eating the same diet that will be screened soon Owner approved submission of
this report and talking to FDA Will send rest of medical records by email (sorry - too

many to upload)

Describe what happened

Was a veterinarian consulted? <blank>

Outcome to date Stable

Attached Files

FILENAME taurine.pdf
Description of Attachment Taurine results

Attachment Type Laboratory Report
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David

Sent: 9/7/2018 8:54:26 PM

Subject: Another Tufts! FW: Zignature Kangaroo limited ingredient grain free dry: Lisa Freeman -
EON-364572

Attachments: 205474 7-report.pdf; 2054747-attachments.zip

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

.7519 Standish Place

: B6 {BB)

1 U.S. FOOD & DRUG

AT AL TRATECHN

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: PFR Event <pfreventcreation@fda.hhs.gov>

Sent: Friday, September 07, 2018 4:.44 PM

To: Cleary, Michael * <Michael.Cleary@fda. hhs gov>; HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov>; B6

Subject: Zignature Kangaroo limited |ngred|ent grain free dry: Lisa Freeman EON-364572

A PFR Report has been received and PFR Event [EON-364572] has been created in the EON System.

A "PDF" report by name "2054747-report.pdf' is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2054747-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-364572

ICSR #: 2054747
EON Title: PFR Event created for Zignature Kangaroo limited ingredient grain free dry; 2054747

AE Date 07/23/2016 Number Fed/Exposed
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Recovered Completely

FDA-CVM-FOIA-2019-1704-004906



Breed Mixed (Dog)

Age 5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2054747

Product Group: Pet Food

Product Name: Zignature Kangaroo limited ingredient grain free dry

Description: Developed DCM and CHF on Zignature Kangaroo limited ingredient grain free dry. Changed to
Hill's ideal balance chicken and rice dry at time of diagnosis and has improved significantly on last echo
(6/13/18) - fractional shortening and heart size now normal and starting to wean off meds

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Recovered Completely

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Zignature Kangaroo limited ingredient grain free dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
E B6

_To view the PFR Event Report, please click the link_below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message 1s intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

FDA-CVM-FOIA-2019-1704-004907



The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Rotstein, David; Jones, Jennifer L
Sent: 4/30/2018 8:15:16 PM
Subject: RE: DCM cases - proposed diet history

Thanks — on my list for tomorrow morning to have a read — the day has flown by. The good news — they
reinstalled SAS and JMP today, so baby steps...

From: Rotstein, David

Sent: Friday, April 27, 2018 9:00 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Fwd: DCM cases - proposed diet history

Lee Anne,

Thought you would be interested and could provide any comments/suggestions

From: Freeman, Lisa <Lisa.Freeman(@tufts.edu>

Date: April 27,2018 at 7:27:27 PM EDT

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>, Darcy Adin <dbad1n(Dncsu edu>, Joshua A Stern
<stern@ucdavis.edu>, Fries, Ryan C <rfries(@illinois.edu> B6

i B6 i

Cc: Rotstein, David <David Rotstein@fda.hhs.gov>, Norris, Anne <Anne Norris@tda.hhs.gov>, DeLancey,
Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>

Subject: DCM cases - proposed diet history

Hi everyone

I'm attaching a proposed diet history form. | met with our cardiology group yesterday: BS
B5

Dlease lof me know if volLhave . anv.comments. = B5

B5

Our group also discussed a B5

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

FDA-CVM-FOIA-2019-1704-004924



www.petfoodology.org

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]

Sent: Friday, April 20, 2018 3:50 PM

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>;

B6

B6

CETRGSEN, David <Uavid Rotstén@itda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey,

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Importance: High

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints,

you can just email me a spreadsheet with the data.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

U.S. FOOD & ORUG - mim_.
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From: Jones, Jennifer L
Sent: Friday, April 20, 2018 1:1¢ PM

To: 'Darcy Adin' <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern

B6

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>; i

B6

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem

/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal:
https.//www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data.

We will review the data and may contact you for possible follow-up.

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

{ u.s. FoOD & DRUG w@mm
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C
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<rfries@illinois.edu>;| B6

Jones, Jennifer L <Jénnifer.Jones@fda.hhs.qov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Drs.; B6 ;. Freeman; B6 ! Fries and Stern - the call details are in the forwarded email below.

T

Just a brief introduction for the FDA group:

B6

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! I am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

From: Jones, Jennifer L <JenniferJones@fda.hhs.gov>
Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne Norris@@fda.hhs.gov>, "DeLancey,

Siobhan" <Siobhan.Delancey(@fda hhs.gov>, Darcy Adin <dbadin@@ncsu.edu>

-- Do not delete or change any of the following text. --

Join WebEx meeting

Join by phone
+1-210-795-0506 US Toll
+1-877-465-7975 US Toll Free

Global call-in numbers | Toll-free calling restrictions
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Can't join the meeting?

If you are a host, go here to view host information.

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable in a
legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do

not join the session.

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE>
To: Rotstein, David; Burkholder, William; Palmer, Lee Anne; Jones, Jennifer L; DeLancey, Siobhan
CcC: Carey, Lauren; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate; Ceric, Olgica; Nemser,
Sarah; Conway, Charlotte; Edwards, David; Atkinson, Krisztina Z; Hodges, April
Sent: 5/21/2018 11:50:08 AM
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent, thank you!

Martine

From: Rotstein, David

Sent: Monday, May 21, 2018 7:49 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David. Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
CVM OSC/DC/CERT

,7519.Standish-Place
' B6 'BB)
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This e-mail message is intended for the exclusive use of the recipient(s) nhamed above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Hartogensis, Martine
Sent: Monday, May 21, 2018 7:47 AM

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>: DelLancey, Siobhan

<Siobhan.Delancey@fda.hhs.gov>: Rotstein, David <David.Rotstein@fda.hhs.qgov>
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>: Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A

<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>: Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>: Conway, Charlotte
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<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinsoh@fda.hhs.gov>
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks Bill and your concerns are noted!

Thank you all for your help and dedication to this fascinating issue!

Martine

From: Burkholder, William

Sent: Friday, May 18, 2018 5:04 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

B5

ns .

At this point | think
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Bill
What Socrates is really supposed to have said: *“The only true wisdom is in knowing that you know nothing.”

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessael,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

U.S. FOOD & DRUG ”;%‘w
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From: Hartogensis, Martine

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though...do we see any issues B5

B5

Thanks in advance!

Martine
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From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs. gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@fda.hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs. gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@tda hhs.gov>, Lovell, Randall A <Randall Lovell@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B4, BS

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:14:48 PM EDT

To: Delancey, Siobhan <Siobhan Delancey(@fda hhs gov>, Hartogensis, Martine

<Martine. Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(tda.hhs.gov>, Rotstein, David
<David.Rotstein(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@tda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! We're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening to: B6 talk about nutrition and
cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>,
Rotstein, David <David Rotstein@@tda.hhs gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
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Norris, Anne <Anne.Norris@ftda. hhs.gov>, DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell@@fda. hhs.gov>, Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>,
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(@fda hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

HI there — is the slide set for tomorrow’s meeting? Great work! ! BS

From: Hartogensis, Martine
Sent: Thursday, May 17, 2018 11:59 AM
To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
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Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

Just a few questions. On slide 6 (or the spreadsheet) B5

B5

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

We ¢

B5

Please see the PPT for the rationale/summary

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Rotstein, David

Sent: Monday, May 14, 2018 10:22 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5
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From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>, Jones,
Jennifer L <Jennifer Jones()fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@tda. hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

From what I've read, it can be a' BS

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This 1s fantastic. Bs

B5

B5

B5
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From: Palmer, Lee Anne <LeeAnne Palmer(tda hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@tda.hhs.gov>, Hartogensis, Martine <Martine. Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones@ftda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there - B5

B5

B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!
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From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

; B5 f"'want to confirm’it, then will ' send it along — could be Friday béefore T get this in shape to
send...not to leave you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks!

From: Hartogensis, Martine

Sent: Wednesday, May 9, 2018 2:17 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.qov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.qgov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siocbhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Davel

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Joenes@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke with B6 jCardiac Care for Pets. He is going to look into times/dates with the cardiologists

there and we can set the meeting up from that point.

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
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CVM OSC/DC/CERT
7519 Standish Place
L...Bs___ i(BB)

U.S. FOOD & DRUG

CADMIMISTRATION

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it! BG

S

Keep us posted!
Thanks again!

Martine

_Hi Martine,

I'm happy to share more info as needed.
Jen

Jennifer Jones, DVM Veterinary Medical Officer
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Tel: 240-402-5421

From: Rotstein, David

Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM

Martine,

Looping in Jen.
Thanks for the update!
dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
Subject: RE: DCM
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B5

Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

To: Rotstein, David <David.Rotstein@@fda.hhs.gov>

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6

Sent: 7/18/2019 11:11:54 AM

Subject: RE:! B6 FDA-CVCA Study for Dilated Cardiomyopathy
Importance: HIgh._._._._._._._._._._._._._..‘

Are you mterested in speaking with me about{ B6 i case? Please see my previous email below.
If so, please send me your availability for a 30- mlnute phone call on the following days:
e Tuesday July 23: 10 am to 12 noon eastern, or 1 to 3 pm
e \Wednesday July 24: 6:30 am to 11 am eastern
e Thursday July 25: 6:30 am to 3 pm eastern
e Friday July 26: 6:30 am to 11:30 am eastern.
If you are unwilling to perform the interview, please let me know. | can then remove you from the interview list.
Thank you,

Dr. Jones

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

wﬂm U.S. FOOD & DRUG
M B3 A EIREDSE I T T g

From: Jones, Jennifer L
Sent: Friday, July 05, 2019 12: 52 PM
To-- B6

Good afternoon | __B6 |
We have been worklng W|th CVCA to better understand Dilated Cardiomyopathy in dogs that ate pet foods
labelled “grain free” and contain higher amounts of legumes and/or potato products. As part of that investigation,

we would like to ask you some questions about{ Bé s past and current diet and environmental exposures.
The phone interview lasts approximateli"?;@"r'ﬁmutes Please send me 3 times when you would be
available to speak between 6:30 am and 3 pm eastern time the following days:
711
712
7/15
7/16
717
e 7/18
| attached a copy of our network procedures. They describe how owners help with our case investigations.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

FDA-CVM-FOIA-2019-1704-005019



new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer.jones@fda.hhs.gov

Web: hitp/www fda gov/AnimalVelerinary/SclenceResearch/ucm247334.him

Y .5, FOOD & DRUG
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Andrea Fascetti'

Sent: 3/25/2019 6:57:47 PM

Subject: reference ranges for plasma amino acids

Hi Andrea, .

Do you have specific reference B5
B5

“TRERK YOU T @avance,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm

wﬂm U.S. FOOD & DRUG
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From: B6

To: Jones, Jennifer L; Andrea Fascetti

CcC: Guag, Jake

Sent: 4/1/2019 11:34:02 PM

Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples
Hi Dr. Jones,

| will correct the mislabels and get back to you tomorrow.

Thanks,
‘ B6

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Sent: Monday, April 1, 2019 4:30 AM

To: Andrea Fascetti;: B6

Cc: Guag, Jake

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Good morning Andreaanc____B6____

I was reviewing the results and needed some clarification of the results for 2 cases. The results you sent show plasma amino
acid values for cv-09 but not cv-14. However, 1 did not send any plasma for ¢cv-09. I did send plasma for cv-14 (attached
inventory sheet). Can you please clarify which set of plasma values belong to cv-147

Thank you in advance and have a wonderful week,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uﬁﬁﬁm‘m .S FOOD & DRUG
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From: Andrea Fascetti <ajfascetti‘@ucdavis.edu>

Sent: Saturday, March 23, 2019 1:30 PM

To: ! B6 ;

Cc: Guag, Jake <Jake Guagia fda hhs.gov>: Jones, Jennifer L <Jennifer.Jones/@ fda hhs gov>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hello Jen and Jake- Please see attached file with vour results. Thanks for the heads-up on the species. We have to know in
case someone in the lab comes in contact with the blood (especially through a cut). Our occupational health and safety
folks then have us file a report and follow up on those cases to ensure vaccination status etc.

We will bill according to your comments below.

Have a nice weekend.

Andrea

On Mar 21, 2019, at 10:51 AM. B6 Lwrote:

Hi Jake.

FDA-CVM-FOIA-2019-1704-005022



May vou help to confirm the samples are for dogs or cats? I could not find the information

Thanks.

. B6

[ . -

From: Guag, Jake <Jake Guagiafda.hhs.gov>
Sent: Tuesday, March 12, 2019 8:53 AM

To:i B6
Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Joshua,

Hope vou are well. We shipped 800.267 samples on dry ice to you.

Box#1 has urine samples its tracking number is 1ZA4420T01945203 15 with UPS.

Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both boxes are
expected to arrive vour location tomorrow (Mar. 13th, 2019)

Please charge the urine sample analysis under AA contract.
Please provide invoice for the blood and serum analysis.

Thank vou
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guagi@ifda.hhs.gov

Tel: 240-402-0917

FDA-CVM-FOIA-2019-1704-005023



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: B6 i Andrea Fascetti

CcC: Guag, Jake

Sent: 4/2/2019 11:19:19 AM

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Received. Thank you,: B6

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG
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From: | B6

Sent: Monday, April 01, 2019 8:06 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu>
Cc: Guag, Jake <Jake.Guag@fda.hhs.gov>

Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Dr. Jones,

Attached please find the corrected data file.

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Sent: Monday, April 1 2019 4:30 AM

To: Andrea Fascetti; | B6

Cc: Guag, Jake

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Good morning Andrea and{ B6 |

| was reviewing the results and needed some clarification of the results for 2 cases. The results you sent show
plasma amino acid values for cv-09 but not cv-14. However, | did not send any plasma for cv-09. | did send
plasma for cv-14 (attached inventory sheet). Can you please clarify which set of plasma values belong to cv-14?
Thank you in advance and have a wonderful week,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

U.S. FOOD & DRUG .
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>

Sent Saturday, March 23, 2019 1:30 PM

To: B6

Cc: Guag, Jake <Jake.Guag@fda. hhs qov> Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

FDA-CVM-FOIA-2019-1704-005024



Hello Jen and Jake- Please see attached file with your results. Thanks for the heads-up on the species. We
have to know in case someone in the lab comes in contact with the blood (especially through a cut). Our
occupational health and safety folks then have us file a report and follow up on those cases to ensure
vaccination status etc.

We will bill according to your comments below.

Have a nice weekend.

Andrea

On Mar 21, 2019, at 10:51 AM, . B6 ®@ucdavis.edu> wrote:

Hi Jake,
May you help to confirm the samples are for dogs or cats? | could not find the information

Thanks,

B6

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, March 12, 2019 8:53 AM

To:i B8 :

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hoﬁmé_gl'b_a_are well. We shipped 800.267 samples on dry ice to you.
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS.
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both

boxes are expected to arrive your location tomorrow (Mar. 13th, 2019)

Please charge the urine sample analysis under AA contract.
Please provide invoice for the blood and serum analysis.

Thank you
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group

To: {....B8

CcC: 'Guag, Jake * (Jake.Guag@fda.hhs.gov)'

Sent: 3/22/2019 10:35:43 AM

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples
Hii B6 |

They are all dogs.

Thank you,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

i 1.5, FOOD & DRUG
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From: Guag, Jake

Sent: Thursday, March 21, 2019 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Jen, could you please provide me info or where | can find the info?

Thanks
Jake

From: ! B6

Sent: Thursday, March 21, 2019 1:52 PM

To: Andrea Fascetti <ajfascetti@ucdavis.edu>

Cc: Guag, Jake <Jake.Guag@fda.hhs.gov>

Subject: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Jake,

May you help to confirm the samples are for dogs or cats? | could not find the information

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, March 12, 2019 8:53 AM

To:i B6 i

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hope you are well. We shipped 800.267 samples on dry ice to you.
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS.
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both

boxes are expected to arrive your location tomorrow (Mar. 131, 2019)

Please charge the urine sample analysis under AA contract.
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Please provide invoice for the blood and serum analysis.

Thank you
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917

FDA-CVM-FOIA-2019-1704-005027



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: i B6 ;

CcC: Andrea Fascetti

Sent: 8/20/2019 11:44:03 AM
Subject: Question about results

| had two quick general questions about the plasma and urine amino acid results.

B5

TharK you m-aovance;
Jen

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration
Center for Veterinary Medicine
Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

it G5, FOOD & DRUG
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7A7C5484C80E1D9CF9D1A15DE-

JGUAG>
To: B6
Sent: 6/27/2019 4:48:27 PM
Subject: RE: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Could you please provide me when we can expect to get results?

Thanks

From: B6 ucdavissedu>

Sent: Thursday, June 27, 2019 12:41 PM

To:i B6 Guag Jake <Jake.Guag@fda.hhs.gov>

Subject: Re: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Hello Jake-

Attached please find the completed inventory form. The only thing of note is there were 2 vials of cv-10 plasma,
otherwise everything was in order.

Kind regards-

On Thu, Jun 27 2019 at 9:26 AM B6 iucdavis.edu> wrote:

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Thursday, June 27, 2019 9:21 AM

To:! B6 ;

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Could you please provide me filled out sample inventory forms?
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Thanks
Jake

From: | B6 ucdavis.edu>

Sent: Tuesday, June 25, 2019 1:16 PM

To: Guag, Jake <Jake.Guag@fda.hhs.gov>

Cc: Andrea Fascetti <aifascetti@ucdavis.edu>;; B6 ucdavis.edu>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Hi Jake,
Thanks for the notice. | will Let Dr. Fasccetti know your plan. | am not in charge of the billing issues.

Kind Regards,

B6

!
o, -

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, June 25, 2019 9:17 AM

To:! B6 i

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

| shipped 800.267 R3 samples on dry ice to your place this morning. R3 Urine samples are in Box#1, and R3
whole blood and plasma samples are in Box #2. _
Both boxes will be arrive tomorrow (Jun 26, 2019), and their tracking numbers are' B6
(Boxd#1) and B6 (Box#2) with UPS.

Inside you will find sample an inventory sheet in each box. Please fill out and provide to me (Scan or Fax).

B5

Thanks
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;! B6
Sent: 9/22/2018 10:40:31 PM
Subject: Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were Southwest

Canyon flavor-Before that: Lisa Freeman - EON-366516

Attachments: 2055229-report.pdf; 2055229-attachments.zip

A PFR Report has been received and PFR Event [EON-366516] has been created in the EON System.

A "PDF" report by name "2055229-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2055229-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-366516

ICSR #: 2055229

EON Title: PFR Event created for Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that fed 3-4 bags of Pine Forest Before that had been feeding Pacific Stream for several
years; 2055229

AE Date 09/08/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age B8 [Years

District Involved | PEFR-New England DO

Product information

Individual Case Safety Report Number: 2055220

Product Group: Pet Food

Product Name: Taste of the Wild Last 1-2 bags (for 2 dogs) belore dragnosis were Southwest Canyon [Tavor

Betore that, fed 3-4 bags of Pine Forest Belore that, had been feeding Pacilic Stream Tor several vears
Description: DCM and CHIE Probably primary DCM i predisposed breed but given diet history, some
possibility ol dict-assoctated DCM Taurine WNIL
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Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Lot Best B
Product Name Number or ¥
D Date

Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6 i

To.view.the PER_Event. Renort._please click the link helow:

B6

This ematl and attached documentare being provided (o you i your capacity as a Commissioned Official with
the VLS. Department of Health and Human Services as authorized by law. You are being provided with this

information pursuant to vour signed Acceptance ol Commission,

This ematl message 1s intended Tor the exclusive use of the reciprent(s) named above 1t may contam mformation
that 1s protected, privileged, or confidential. Any dissemimation, distribution, or copying s strictly prohibited.

The mformation 1s provided as part ol the Federal-State Integratton mitiative. As a Commisstoned OlTicral and
state government official, vou are reminded of your oblication (o protect non-public information, including trade
sceeret and confidentral commercial mformation that vou recerve from the US: Food and Drug Admintstration

from further disclosure. The mformation i the report s mtended for situational awareness and should not be
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shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Cummings B6

\eterinary Medical Center et . 520085

AT TUFTS UNIVERSITY BG Canine
Coarch SOB-BRF-8606 i ;
logy Lioson: S0B-887-%696 ~ beeees Fears Old Male (Hevtered] Dobenman

Bleck/Tm
Cardiology Appointment Report
Date: 9202018
Attending Cardiclogist-

[ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECT

B6

B6

Precenting Complaint:
Rechedk of DCM with active CHF

Genermnl Medical History-
Has been his normal self, went on one 20 min walk since he was last here and had no trouble at all.
PU/PD {due to lasix}

Diet and Supplesnents:
Fromm Malure: 4 cups a day

Condicwncculnr History:

Prior CHF diagnosis? Yes

Prior heart murmanr? Yes, grade 111/

Prior ATE?, N

Prior asrhythmia? ¥, VPCs

Monitoring respiratory rate and efort at home? N, but havent noticed any labored breathing
Cough? N

Shortness of breath or difficulty breathing ? N
Syncope or collapse? N

Sudden onset lameness? N

Bercise mitolerance? N

Cunrent Medications Pertiment o OF Syshem:
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Medication: | B6

Can we call ther pharmacy with a soript for ﬁh?

Coscine Pleysicnl Exosminolion:

General PE:

MM Color and CRT:
BCS {1-9):

BW (kg): 342 Kg

Muscle condition:
¥ Normal
| i mwnscle loss

Condowasculor Physical Examn:

Murmur Grade:
| none
Hhian
IR,

E inpn

Murmar location/desription:
Jupular vein:

| Bottom 1/3 of the nedk

Ul weddle 172 of the neck
Arterial pulses:

| weak

O Faar

D] Strong

-E
g None

EISimsaﬂqtlnia
O premawebeats

Heartrate:
Respralory rate:

Temp {if possile):

[ moderate cachexia
L] miarked cachexda

o wpv
L] wpan
Clwian
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Gallop:
| Yes
¥ No
| intesmitient

Pulmonary assessments:
M Eupneic
| wald dyspnea
mllli]h!ddw
[ Normal BY sounds

Ahdommnal exam:
| Normal
[ abdominal distension

PFroblems:

Differentinl Diapnoces:

E Echo cardiogram
Eﬂﬂlunistq'pnﬂe
Hece

[ Renal profile
g.lﬂhll[l’lﬂﬂl‘l!

Azsecoment and recommendolionc:

Final Dinproris:

Heort Fodhee Clos shicxiion Scome:

ISACHC Classification:
Hia
O ib
Ely

ACVIM Classification:
O a
O p1
O g2

U Diglysis profile

L] Thoracc radiographs
Ll NT-proap

[ Troponin |

H other tests:

na
O b

Hp
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center s

AT TUFTS UNIVERSITY i

Dizscharge Instructions
Patient Owner
— Mame: B6 Patient B)- 5200403
= “= B6
Black/ Tan Male {Neutered) Dobarman
Pinacher i

biond to recheck his ladney vahues sincebeingon the . Bs____or10 days His heart seams o be oondracting a lite
stronger than it was previoushy. His lelit veritricle was still dilated, but his lefit atriom was amaller ioday sinee his last visit,
which means he i mproving an his osment medications. He did not have vy amythmias when we perfomed his FEOG
today. Theblood wark resulis are normal and we would lie o cortirue him on his osrerdt medication doses {see st
below), and al=o contimue exercise restriding him o only leash walls

Moniinring at Homne-

The doses of dnugs will be adpusted based on the breathing rabe and effort
O In general, most dogs with heart faire that 5 well conimolled have a lreathing ate at rest of less than 35 breaths
per minuie. inaddition, the breathing effort, noted by the amount of belly wall motion usad e each breath, 5
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fairly minimal iT heart faikre i oonbnolled !

O Aninoease in breathing rate or effort will usually mean that you should eive anextra dose of B6 LIF
cifficu ity breathing i not improved by within 60 -90 minutes after giving exira fumsemide then we reoemmend
that a rechedk evcam be scheduled andfor that your dog be evahsted by an emersency dinic.

O Thoeae nsinections for monibaring breathine, and a form o help keep tradk of breathing rate and drog doses, on
the Tufts HeartSmart web site (htipffvet tufis ediyheartamart fat-home- monftoring /).

O Wealsowant you towatdh for wealness or collapse, a redhuction in appetite, warsening couph, or distention of the
belly as these findings indiatethat weshould do a redheck ecemination

O HFyouhave any concerns, please call or have your dog evahsted by a veterinarfan, Our emenzency clinic is open 24

B6

Recosmnended Medirafions
wsed to give pills often have mire sodaam than &5 desirable - a sheet that has sugeestions for low sodum treat s can be found
onthe HeartSmart web site (hitipy et tufsecdudhearamart fodiet )

E:En:isellu:u-muhli:lﬂ

al:lslntami:sﬂealhm:l nﬂieﬁll.n?. ﬁq)dmuewmhglﬂﬂgfmg{rqﬁmhdldmngm
Tast offHeash, elc) are generally not advised at this stage of heart faire

candiowed @ ults edu for scheduling iln:lll]nﬂ'rﬂgﬂitqustm o CONCETIS.

Please visit our HeartSmart wehsite for more rdommation
Intipc/fwet s echyheartamarty!

Presorplion Refill D cloie
For the sofely ond well-beimg of oar palients, your pef mast ene vod on exomiinaiion by ene of our vel erinorions within the post
yeor Nt order in obioimn presoripiion medicelons.

Onderiog Food:

Pleose oheck with your primevy velerimovion o purdvose the recommended diets). | you wish o mrechose your food from s,
pleose ol 7-T doys i odvonce (S08-887-3629) o ensere the food & in stork. Alermol el velerimory dicls con be andered from
online retoders with o presoription/ve terinory opprenl.

Clivicod Trinds:
Chniced trioks ore studies inwhich ourvelerinary dociors werk with you ond your pet Io invesligole o spreifie dscose prooess or g
prembsig new lest orirealment. Pleose see owr welsie: vel ufls edudovmefoliniesl-siudies
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification: B6

Sent: 4/1/2019 9:48:46 PM

Subject: ACANA - Heritage Red Meat Formula Dog Food (Grain-free): Kelsey Weeks -
EON-383914

Attachments: 2065085-report.pdf; 2065085-attachments.zip

A PFR Report has been received and PFR Event [EON-383914] has been created in the EON System.

A "PDF" report by name "2065085-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2065085-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-383914

ICSR #: 2065085
EON Title: PFR Event created for ACANA - Heritage Red Meat Formula Dog Food (Grain-free); 2065085

AE Date 03/15/2019 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Shepherd Dog - German

Age B8 e

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2005085

Product Group: Pet Food

Product Name: ACANA - Heritage Red Meat Formula Dog Food (Grain-tree)

Description: 3/15/2019 - Acute onset of difficultly breathing on walk, increased resp rate, wheezing and short of
breath. Diagnosed with DCM and CHF

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable
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Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

| B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. It you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i B6

4/22/2019 5:16:54 PM

2066104-report.pdf; 2066104-attachments.zip

A PFR Report has been received and PFR Event [EON-385697] has been created in the EON System.

A "PDF" report by name "2066104-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2066104-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-385697

ICSR #: 2066104

EON Title: PFR Event created for Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry
Dog Food, Blue Buftalo Life Protection Adult Dog Food Natural Chicken & Brown Rice; 2066104

AE Date | | B6 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Retriever - Golden
Age 12 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2006104
Product Group: Pet Food
Product Name: Blue Buffalo Lite Protection Formula Adult Chicken Recipe Grain-Free Dry Dog Food, Blue

Buttalo Life Protection Adult Dog Food, Natural Chicken & Brown Rice

Description: Presented to rDVM 4/15 and 4/16 for a non-productive cough x | month and decreased appetite. O
suspected cough was due to seasonal allergies as patient has a hx of allergies. RDVM was suspicious of

...........................
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for further evaluation. Diet history: Blue Buffalo chicken limited ingredient x 1 year. Previously eating Blue
Buffalo chicken grain-free since 2010. Echo revealed 3+ MR, reduced contractile function, trace pericardial
effusion, ruptured chordae, no obvious heart base mass, no obvious RAA mass. Suspect CHF

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name 1D Date

Blue Buftalo Life Protection Adult Dog Food, Natural Chicken & Brown
Rice

Blue Buftalo Life Protection Formula Adult Chicken Recipe Grain-Free
Dry Dog Food

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
B6

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that i1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.
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The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Related PFR Event <pfrsignificantactivitycreat

ion@fda.hhs.gov>

To: Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 §

Sent: 6/11/2019 6:20:55 PM

Subject: Blue Buffalo Life_Protection Formula Adult Chicken Recipe Grain-Free Dry Dog
Food; B i-EON-390198

Attachments: 2068091-report.pdf; 2068091-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390198] has been created in the EON System.

A "PDF" report by name "206809 1-report.pdf” is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390198
ICSR #: 2068091

by name "2068091-attachments.zip"

EON Title: Related PFR Event created for Blue Buftalo Life Protection Formula Adult Chicken Recipe
Grain-Free Dry Dog Food, Blue Buffalo Life Protection Adult Dog Food Natural Chicken & Brown Rice;

2068091
AE Date 03/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Golden
Age 12 Years
District Involved | PFR-New England DO

Product information
Individual Case Safety Report Number: 2068091
Product Group: Pet Food

Product Name: Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry Dog Food, Blue

Buffalo Life Protection Adult Dog Food, Natural Chicken & Brown Rice
Description: Presented to rDVM 4/15 and 4/16 for a non-productive cough

x 1 month and decreased appetite. O
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suspected cough was due to seasonal allergies as patient has a hx of allergies. RDVM was suspicious of
pericardial effusion vs DCM. Enlarged heart on radiograph. Patient was rx'd B6 and referred to Tufts
for further evaluation. Diet history: Blue Buffalo chicken limited ingredient x 1 year. Previously eating Blue
Buftalo chicken grain-free since 2010. Echo revealed 3+ MR, reduced contractile function, trace pericardial
effusion, ruptured chordae, no obvious heart base mass, no obvious RAA mass. Suspect CHF Normal plasma and
whole blood taurine levels

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name 1D Date

Blue Buftalo Life Protection Adult Dog Food, Natural Chicken & Brown
Rice

Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free
Dry Dog Food

This report is linked to:
Initial EON Event Key: EON-385697
Initial ICSR: 2066104

Sender information

B6

USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
i B6

To view the Related PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
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the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: i'B6 | i -
Breed/Species  Goiden/ Canine AliveCor
Recorded: Wednesday, May 8, 2019 at 9:07.06 PM
Heart Rate: E____E bpm Duration: 29 s
Muins. filtee . £SOH, Sralec 28mnis. I Ororviond
(G Copyright 2012, AliveCor Inc, AlveECG Yetv2 1.4.17, Reportv2.0.0, UUID: B8180820-FOCC-4368-ABE2-A24F TOCOFEBA Fage 12f1

Page 15/34
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Client:
Patient: B 6

Alivecor ECG
Patient: P B6 | ) _
Breed/Species Golden/ Canine AliveCor
Recorded: JThursday, May 9 2019 at 30343 PM
Heart Rate: LB6.bpm Duration: 39s
Mainefilter. S Srale: 2 5moils . UMooomd rold,
(3 Commioht 2013 Kivetor ne AWeESE Venva T 417 Heport v 00, Ul e s 0 S DR R EC L P SR BT Eage TaiZ

Page 16/34
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Client: B 6

Patient:
Alivecor ECG

Patient | B6_!

atient. . .
Breed/Species Golden/ Canine AliveCor
Recorded: ~Lhursday, May 9 2019 at 30343 PM
Heart Rate: !B6ibpm Duration: 39 s

Mains filter- 80

(& Copyright 2012, AliveCor nc, AlveECE Vet v2 1.4.17. Report v20.0, UUID: DBB4E004-84F 4-4CDE-B8C2-F4FF 24584806 Page2of2

Page 17/34
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Client:
Patient: B 6

Alivecor ECG
Patient: i .
Breed/Species  Golden/ Canine AliveCor
Recorded: [Eriday, May 10, 2019 at 10:00:45 PM
Heart Rate: E__B_(_i_ibcm Duration: 28 s
Mains fithar. _ATH. Scale. 25mmis. 1 Doondegh f
(& Copyright 2012, AliveCor Inc, AliveECG Vetv2 1.4.17, Report v2.0.0, UUID: 88608C41-EFSA-46E2-800F-BL240724DEEE Page 1cf1

Page 18/34
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: i'B6 | . i
Breed/Species  Golden/ Canine AliveCor
Recorded: Sunday, May 12, 2019 at 8:06:48 PM
Heart Rate: ! [ Duration: 40s
(& Copyright 20513 Alvelor Inc, AReESE VBt v T 47T Heporh v 0, UUTE: 28 D08 BC o I B S AP A aF 23 el Fage 1ot

Page 19/34
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Client:
Patient: i

Alivecor ECG

Patient: :L_é_s_- : )
Breed/Species Golten/ Canine AliveCor
Recorded: _Sunday, May 12, 219 at 8:06:48 PM

HeartRate:  |B6ibpm Duration: 40 s

Mains filtar. JTH: Scalr. 25omvs. ) Dooadogh £

{6 Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v2.0.0, UUID: 14A73006-8C80-4BFE-AADF-A400280F 2268 Page2of2

Page 20/34

FDA-CVM-FOIA-2019-1704-005236



Client: B 6

Patient:

Alivecor ECG

L AliveCor

Patient: i.B6_i
Breed/Species  Golden/ Canine

Recorded: _Monday, May 13, 2019 at 5:43:21 PM
Heart Rate: ibpm Duration: 43s

532-4152-DDBFB4BEBCIE Page 1of2

Dk

i
i
i
i
i
i
Lig

{6 Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v2.0.0, UUID: OFFBFCAS-BATS-4

Page 21/34
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Client:
Patient: B 6

Alivecor ECG
Patient: :l-B-G-; ; )
Breed/Spedies (5olden/ Canine AliveCor
Recorded: onday, May 13, 2019 at 8:43:21 PM
Heart Rate; iB6ibpm Duration: 43s
(& Copyright 2012, AliveCor Inc, AlveECG et v2 1.4.17, Report v2.0.0, UUID: OFFSFCAZ-BAT44532-4152-DDEFB4BSECIS Page2of2

Page 22/34
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Client: B 6

Patient:
Alivecor ECG
S .

Patient: i B6 i § B
Breed/Species “Eoiden/ Canine AliveCor
Recorded: Wednesday, May 15, 2019 at 9:34.29 PM

Heart Rate: E_Bsgbpm Duration: 3%9s

{3 Copyright 2012, AliveCar inc, AIVeECE Vetva 1.4.17, Report va.0.0, UUID: 20455000 E0I0-447 E-0064-3F 3 TDCE0006T Fage 1cof2

Page 23/34
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Client: B 6

Patient:

Alivecor ECG

Patient: E__.__.é __' i .
Breed/Species Golden/ Canine AliveCor
Recorded: -Wednesday, May 15, 2019 at 9:34:29 PM

Heart Rate: {B6; bpm Duration: 3% s

Aains filhar T LAl 2 5mmvis. ) Doaoadob £

{6 Copyright 2012, AliveCor Inc, AliveECG Vet v2 1.4.17, Report v20.0, UUID: 20455800- ED2C-4ATE-B064-3FATBCE2E0ET Page2of2

Page 24/34
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Client: B 6

Patient:
Alivecor ECG
Patient: :____B__G___' i .
Breed/Species  Golden/ Canine AliveCor
Recorded: Sunday, May 19, 2018 at 53518 PM
Heart Rate: ilBsibpm Duration: 32 s
Boips fiter B0 Sroale 2Romoals 1ol
(& Copyright 2012 Alvelor e, AIVEECE Vetva 1.4.17, Report v2.0.0, UUID: BEDATI X E4&C 4F AT 808 7287 S0 ET4 Fage Tati

Page 25/34
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: i'B6 | ‘ 3
Breed/Species Goiden/ Canine AliveCor
Recorded: JMonday, May 27, 2019 at 941:45PM
Heart Rate: iB6ibpm Duration: 36s
(& Copyright 2012, AliveCor Inc AlveECG Vetv2 1.4.17, Reportv20.0. UUID: TC1FEC1 84034 4567-A523-4ATDFED1 8808 Page 1af2

Page 26/34
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Alivecor ECG

Patient: ] : . .
Breed/Species  Goiden/ Canine AliveCor
Recorded: Monday, May 27, 2019 at 941:45PM
Heart Rate; iB6!bpm Duration: 36 s

Mains Jilte. 808z, _. Scale. 2 Sromys. | Dmowoid
{6 Copyright 2012, RlveCor Inc, Aive ECGE Vet v 1477, ReportvZ 00, UUID: FCIFEC1 64584 4557 A538 SATDFB01 6808 FageZofZ

Page 27/34
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Client: B 6

Patient:i____ Z_ % . i
Alivecor ECG

Patient: [ B6 | i §

atient [ B6 | AliveCor

Breed/Species “Goiden/ Canine
Supday, June 9, 2019 at 545:27 PM

Recorded:
Heart Rate: {Bsibpm Duration: 32 s
Roips fiter B0 Srole 2hmoals. . U malonit,
(8 Eopioh BT Eivetar e Aie B S R Y e v O i i T e S S e T B S B AT Bage TEFE

Page 28/34
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Client:
Palt?:nt: B 6

Alivecor ECG
S
Patient: i B6 i : ;
Breed/Species Golden/ Canine AliveCor
Recorded:
Heart Rate:
Mainefilter. S Srale: 2 5moils . UMooomd rold
{& Copyright 2012, AliveCor Inc, AliveECG Vetv2 1.4.17, Report v2.0.0, UUID: 2141 8BE2-48AF-4E2E-8223-304551 BEA2FD Page 2of 2

Page 29/34

FDA-CVM-FOIA-2019-1704-005245



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;g B6

Sent: 4/29/2019 8:12:57 PM

Subject: PureVita Venison & Red Lentils Grain-Free Dry Dog FoodBG: -
EON-386301

Attachments: 20664 04-report.pdf; 2066404-attachments.zip

A PFR Report has been received and PFR Event [EON-386301] has been created in the EON System.

A "PDF" report by name "2066404-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2066404-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-386301

ICSR #: 2066404

EON Title: PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource
Adult Chicken and Rice formula; 2066404

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed American Pit Bull Terrier

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2006404

Product Group: Pet Food

Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and

Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.
Patient was placed oné B6 Taurine levels prior to supplementation was WNL.
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Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
B6

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended tor the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state government ofticial, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;

B6

6/10/2019 2:56:47 PM

PureVita Venison & Red Lentils Grain-Free Dry Dog Food:i B6

EON-390031

2067992-report.pdf; 2067992-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390031] has been created in the EON System.

A "PDF" report by name "2067992-report.pdf” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2067992-attachments.zip"

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-390031

ICSR #: 2067992

EON Title: Related PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food,
NutriSource Adult Chicken and Rice formula; 2067992

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed American Pit Bull Terrier
Age B6 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067992
Product Group: Pet Food
Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and

Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.
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Patient was placed on B6 Taurine levels prior to supplementation was WNL.

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name

Lot Number or ID

Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

This report is linked to:
Initial EON Event Key: EON-386301
Initial ICSR: 2066404

Sender information

B6

"USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
| B6

To view the Related PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
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secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

Name/DOB:
Patient ID:

B6

Phone number:

Collection Date: 5/3/2019 11:51 AM
Approval date: 5/3/2019 12:55 PM

Sex: CM
Age: 2

Species: Canine

Breed: Pit Bull

TS o RO |

Sample ID: 1905030068

Order Location: Foster Hospital for Small Animals

Research Chemistry Profile - Small Animal (Cobas)

DNOYES

Glucose

Urea

Creatinine
Phosphorus

Calcium 2
Magnesium 2+

Total Protein
Albumin

Globulins

A/G Ratio

Sodium

Chloride

Potassium
tCO2(Bicarb)

AGAP

NA/K

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglycerides
Amylase

Osmolality (calculated)
Comments (Chemistry)

Sample ID: 1905030068/1
END OF REPORT (Final)

Ref. Range/Males
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2 mg/dL
9.4-11.3 mg/dL
1.8-3.0 mEq/L
5.5-7.8 g/dL
2.8-4.0 g/dL.
2.3-4.2 g/dL.
0.7-1.6

140-150 mEq/L
106-116 mEq/L.
3.7-5.4 mEq/L
14-28 mEq/L
8.0-19.0

29-40

0.10-0.30 mg/dL
12-127 U/L

0-10 U/L

14-86 U/L

9-54 U/L
22-422 U/LL
82-355 mg/dL
30-338 mg/dl
409-1250 U/L
291-315 mmol/L

Reviewed by:
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6

Sent: 5/28/2019 7:41:41 PM

Subject: Bil Jac Picky No More--Small Breed-Persnickety Recipe w/ chicken liver:
|.....B6____i-EON-385060

Attachments: 2067506-report.pdf; 2067506-attachments.zip

A PFR Report has been received and PFR Event [EON-388960] has been created in the EON System.

A "PDF" report by name "20675006-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2067506-attachments.zip'
and 1s attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-388960

ICSR #: 20675006

EON Title: PFR Event created for Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken liver;
2067500

AE Date 05/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Spaniel - Cocker American

Age BG Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067506

Product Group: Pet Food

Product Name: Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken liver

Description: Patient presented to rDVM 5/17/2019 for evaluation of a cough x 1 month, extreme lethargy and
decreased appetite. rDVM suspected CHF based on radiographs and worsening murmur - now a 4/6. A new
arrhythmia was also discovered on ECG. Intermmitent sinus rhythm with frequent APCs, occasional paroxysmal
SVTs (short duration), isolated and couplet VPCs (LV and RV in origin). Confirmed patient was in left sided
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heart failure w/ advanced DMVD and decreased contractile function which is very uncommon with valvular
disease.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name D Date

Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken
liver

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
: B6

To view the PFR Event Report, please click the link below:

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
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shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019; 1.000 B6 B6 i 00000 00000
12:45
Page 36/70
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Client: |
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 20191 B6 _i- FHSA 1000 B6 1 0.0000  0.0000
12:45

Page 37/70
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Client: B 6

Patient:é
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 | B6 ' 1.000 B6 1 0.0000  0.0000
12:55
Page 38/70
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Client; 6
Patient: B

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 BG 1.000 B6 100000 0.0000
12:55

Page 39/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 1.000 B6 £ 0.0000  0.0000
13:07
Page 40/70
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Client:
Patient: B 6
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 : | tablets - FHISA i __B®6 : Bé i 0.0000  0.0000
14:49
Page 41/70
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Client: i
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 i B6 itablets 90.000 : B6 : 0.0000  0.0000
14:50 VETMEDIN

Page 42/70
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Client:
Patient: B 6

Patient Account History  Description Qty price Extended Disc Pmt

Saturday, 18 May 2019 i ~ B6 _ iTablets - FHSA 100.000 | B6 {0.0000  0.0000
14:50

Page 43/70
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Client: i
Patient: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 Pharmacy Finished 1.000 0.000 0.0000  0.0000  0.0000
14:54

Page 44/70
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Client:
Palt?:nt: B 6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 20191 "Bg~YECC STOCK)! B8 | 0600 | B6 | 00000 0.0000
16:11 SN - M- A it MO

Page 45/70
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Client:
Patient:

B6

Patient Account History  Description

price

Extended Disc Pmt

18:12

{(ECC STOCK); BB ! 0.600

Page 46/70

! 0.0000  0.0000
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Friday, 24 May 2019 Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
13:53
Page 47/70
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Client:
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Friday, 24 May 2019 | B6 | Tablets - FHSA 30.000 | B6 L 0.0000  0.0000
ol b

Page 48/70
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Cummings 'B6

\leterinary Medical Center

AT TUFTS UNIVERSITY B6

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above destribed animal and have the autharity 1o eenste oonsent. |
herely asuthwire the Cummings School of Velerinary Medicdne at Tults University (hevein alfter Cummings Schinol) to
prearibe iorireaiment of said animal acmading o the following temmes and onditions.

Currmingrs Schnl and iis officers, agents and employess will provide such velerinary medical care as they deem
reasanable and appropeiate under the cimoemstances.

Cuxrmings School and iis officers, agents, and employess will use all reasonable care inthetreabment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treastment provided.

| understand that the ahwwe ident ied animal may be treated by Gummings School shuderds under the-supervision and
assistance of Cummings Sdool siaff members

in eecuting this fomm, | herdby equres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained o me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpired
withwut an opportunity for discussion and consideration by me, inthecaceof thedeselopmeent of any lile-threatening
emergency during the oontinued cre of my animal and | exgpressly consant to all sudh reasonahle treatime it as
required | realize and understand that results carnot be puaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsthility for any loss of eqpapment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal & not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from oblisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwol of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevoahle nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
phoingraphs and images for, and in cormection with, aGraniess medical, soertific, educational, and publicity
uEpsEs, by anvy means, methods and media {prinit and elecironic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photnoraphs and mapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &

compuizd ona manthly rate of 1.33% par month, which 5 an annual percentage rabe of 16% applied to the average
dhily balance ouistanding, with a mindmum fee of S50,

| do hather agree that should avwy payment, or the full amment of the sum stated above, become ovenduemone than 20
iy from the abowve-agread upon time of payment ar paymanits, the endire babnee shall be oonsidered indefalt and
become due and payable. 1 iurther apree to be responsiblie for amy or all colledtion agency andfor attormey fees
necessary o colledd the fulll asnownt

| do hxther agree to comply with hours of visitation in confunction with our Hospitals polioy.

| have read, understand, and agree o accept the terms and oonditions herein

Owner's address: B6

B6 ~ B6

i the individhal adentting the aninal & sosneone other than the lepall owner,
please comnplicte the portion belowe

owner to pay the veterinary medical services provided at Gummings School pursuant o thetems and conditions
desaribed above

Aadhwwized Agerd - Please Print Agerd's Spnahre
Street Addiress Date
Town/Giy State 7ip
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Lummings po——

. - ::-ﬂ:ammuﬁas
Veterinary Medical Center e e
AT TUFTS UNIVERSITY hitp/ fwetmed < eduyf

Discharpe Insvirueckion:

s B6

Admit Dale- 5187201911157 AM

Check 0wt Date- 5182019

Diagnoses:
o Chronic vahalar disease with mitral reprgitation, congestive heart faihore with pulimonary edema
o _Amhythmia
o B6

I:iil:df'nirg.':

uhgmmt:ihﬂlmutmepmﬂunuﬂlhunmmlsa on one in dops, due to apng dranges to the valve

that result in thickening amid a subsequent leak of the valve The heart enlargement has now progressed to the pont
ﬂneihidislnﬁgwiitnﬂlehlgs —I'lgplimumedmm. a condition l:dedmlgﬁtimhmtﬁile. We cannot

umlﬂﬁnpm;-mtmﬂmmmﬂmm

B6

We would ke you to mnllthG I:'mﬂmgﬁteﬂld effort at home, ideally during sleep or at a time of rest. The doses

nflhgsﬂheaﬁlstudhmdmﬂlehlﬁﬂ-gmmweﬁmtIngsu’.i.nmtuhgsmﬂllﬂtﬁilmﬂ“tls-el
conimoled have a breathing rate ai nest of iess than 35 to 40 breaths per minarte. In addition, the breathing effort, noted

Di ictest nesuls:
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by the amount of belly wall moiion used for eadh breath, is fairly minimal if heart folore is controlied. An iwreasein
heﬂiigmtenrelfmtﬂuaﬁmﬂmtm should give an exira dose g B6 F difficulty breathing i

There are nsiructions for moniionng breathing, and a form 0 help keep track of breathing rabe and drog doses, on the
Tulfts HeartSmart web dte (hitp:ffvet i< edu/heartamart fat- home monitoring/|. We alco want you te walbdh for
weakness or collapse, areduction in appetite, worsening mugh, or distention of the belly as these fidings indicate that we
should do a rechedk examinalion

Recommended Modi calliones

Diet suggestions:______
Continuefeeding! B6 ulrmtlietuntiherm[hmkq:pnmmmt

a’eahmd in the fuhwe. Repetitive or sirenuows Mm {repehhuelﬁidmgnmngfmtdf—lemli, e}
are generally not advised ai this stape of heart fahwre.

Rechedgfollowsyr
A rechedck has I:euudluii!lfur B6 : Iln

Fnuhy May 24th at 12-00pm with B6

Presonplaoo Refill Desclokones:

For the sefely ond well-being of our potients, your pel maest rove hod on exesrination by one of our velerimorions within the posd
yeav in orde rin obioin presoription medicetions.

vuderiog Food:

Please check with your primory velerimorian o parechose The recommended dicts). i you wish o perehose your food from s,
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esse ool 7-10 doys in adhvornee [S08-887-0629) 1o ensuve the food & in siock. Allermalively. velerimory diels con be ordered
{from online reloilers with 0 prescriptonfreterinmery oppronel.

Clinacal Tiiods-

Chniczd Iriaks ore sludies in which our vele rinory dociors werk with you omd your pel o invesligele o spe cific dBeone [roeess or o
promsag new e or reakment. Feose see oo welsie: vel hufls. edifoeme il sheokes
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Cummings -

\eterinary Medical Center Heart Failure Monftoring Worksheet

AT TUFTS UNIVERSITY

Day Respiratory B6  Dase Appetite
Rate/Minut= AM (3 ]
sample X2 1 b 1/2.ab @ ExceBent | Good | Fer ] Poor Motes:Bresthing betier
{12 Sme) {6 25me)

1- E excetient [ Good [ Fair H roor  Motes
> D encellent Jgood O rar Dpoor motes
3 [ excellent [dGood [drar [ Poor Motes
4 O excetlent [T good  [Drar  Hroor moes
5: I excetlent [ Good [ Fair H poor mowes
& [ excetent [ good [ Fair Hpoor mowes
7 [ excetemt [ Good [ Fair O poor Motes
8 M excetlent Hdgood Hrar Hpoor motes
s  excetient HGood  Hrar Hpoor Moes
10 [ excellent [ Good [ Fair L roor Hotes
11 M excellent ™ Good [ Fair Hroor moes
1z M excetent HGood Hrar Dpoor Hoes
1% I excelent [ Good [ Fair Hpoor Motes
14 M encetlent M good Hrar  Hpoor motes
1% I excellent [ Good [ Fair U roor moes
16 M encetlent Hdood Hrar  Hpoor motes
17 L excellemt [J good [ Fair H roor Motes
17 M encellent T oood  Hrar Hpoor Motes
19 [ excellent [ Good  H Fair Hpoor moes
20 [ excetlent [0 Good [ Far O roor  Motes
21 [ encetlent [ good  Hrar  Hpoor motes
72 [ excetent [Jgood  [Hrar  Hpoor Moes
2% [ excellent [ Good [ Fair [ poor Hotes
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24

[3

3

3

L Excellent
L Excellent
[ Excellent
L Excellent
L] Excellent
L Excellent
L Excellent

B Excellent

M cood
[ Good
M cood
H Good
I Good
I Good
I Good
[ Good

I Fair
I Fair
[ Fair
I Fair
[ rair
[ rair
[ rair
[ Fair

Holes
Holes
H roor  Motes
H roor  Motes
L roor mMotes
H roor Motes
L poor Motes

N poor motes

Respiration Rate: Courtt the rumber of breaths for 30 seconds and multiply times 2 1o get the respiatory rabeper minue. in
dogs, abtain the respiratory rate when they are at rest and not panting. In cts, get the respiratory rate at rest whenthey ae
not purring. Inanimals with well controlled heart fai e, the lreathing rate is ofien less than 35-40 breaths per minuie. When
the lreathing rate &5 dimbing, or when there s more effart to the dhest wall or belly muscles during breathing, then fhad
likely acoumulating inthe hngs and more furosamide may be indicated. Measebring this sheet with youto your nest

veler nary Ecum.

PMease visit our HeartSmart Wiehsite for fusther rdormation
hitipe/ et ultsedufheartsmant/at-home monitoring/
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Cummings e

Te lephone [SOR) 8395395

\leterinary Medical Center e

hittpe/fwetmed tufts edu/
AT TUFTS UNIVERSITY
Nutritional Tips for Pets with Heart Disease

Low sodium, high quality pet treats
Motes:

1. Most other dog treats are high in sodium.
2. If your pet has other medical conditions, these treats may not be appropriate. Talk to your veterinarian if
you have guestions or make an appointment with the Nutrition Service.

Product | Calories per treat
Dogs

Hill's Science Diet Baked Light Biscusts with Rieal Chicken Small Dog Treat B

Hill's Science Diet Baked Light Biscusts with Real Chicken Medium Dog Treat 34
?ﬂiﬁcmm?_fg;t Soft Savones Peanul Butter & Banana, Beef & Cheddar, or Chicken & 25.27, depending on flavor
Hill's Ideal Balance Sofi-Baked Naturaks with Chicken & Carrots, Duck & Pumpkin, or ‘ =

Beef & Sweet Potato Dog Treat i 12-13, depending on Ravor
Funna Beyond Natural Salmon Dog Biscuit Treat with Oats or Chicken & Barley 27-24, depending on flavor
Purina Alpo Vanety Snaps Little Bites {beef, chicken, lver, lamb or beef, bacon, cheese, 18

peanut butter)

Purina Alpo Varety Snaps Big Bites (beef, chicken, liver, lamb) 58

Royal Canin Original Canine treat 5

Carts

Royal Canin Orginal Feline ireat 2

Fancy Feast Duos Natural Rotissene Chicken Cat treat 2

Fancy Feast Duos Tuna with Accents of Parsley Cal treat 2

Taste enhancers to can make your pet's food tastier to increase food intake
Safe and effective appetite stimulants are now available for dogs and cats. Please talk to your veteninarian if

your pet is not eating well, not eating ideal foods, or is losing weight.

Motes:

1. All foods in this list should be prepared without salt

2. These taste enhancers should be added in small amounts. If your pet eats too much of them, they will
unbalance the diet and increase your pet's risk for nutritional deficiencies

Dogs

v Honey or maple syrup

¢ Homemade chicken, beef, or fish broth (made without salt; avoid all deli
meats and rotisserie chicken). Avoid store bought broths because even the
low sodium brands are too high in sodium.

¥ Sugar (brown or white) — Domino pourable light brown sugar is & good option

v Vanilla or fruit yogurt — One option that dogs seem to like is Yoplait Custard

Yogurt (caramel or vanilla flavors). If you try other brands, just be sure the

sadium is less than 100 mg per 100 calories (the Yoplait is 95 mg per 170

calories which comes out to 56 mg sodium per 100 calories). Also avoid yogurts with artificial sweeteners.

Maple syrup. Low salt brands include Log Cabin All Matural, Maple Grove Farm 100% pure maple syrup, or

Stop and Shop Original Syrup

Applesauce (be sure they have less than 50 mg sodium per serving)

Ketchup (no salt added). Examples include Hunts or Heinz no salt added

Pasta sauce (no salt added). Examples: Francesco Rinaldi no salt added or Enrico’s no salt added)

Frosted Mini Wheats Original — these can be crumbled on his food

Lean meats, cooked (chicken, turkey, beef, or fish) — not deli'sandwich meats/cold cuts, rotisserie chicken,

and any canned fish or meat

Eggs, cooked

4 4 € € < €
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Dogs (continued)

v Homemade chicken, beef, or fish broth (even low sodium store-bought broths are too high in sodium).
Avoid all canned soups unless labeled as no salt added

v Low-salt breakfast cereal - the label should read, "very low sodium food” or contain less than 20 mg
sodium per serving. A good option is Frosted Mini Wheats Original or Little Bites Original

v Fresh vegetables/fruit. Examples include carrots, green beans, apple, orange, banana (avoid grapes,
raisins, onions, garlic)

v Low sodium canned dog foods

Cats

v Lean meats, cooked (chicken, turkey, beef, or fish) = not sandwich meats/cold cuts,
canned tuna, or rotisserie chicken

» Eggs, cooked

v Homemade chicken, beef, or fish broth (even low sodium store-bought
broths are too high in sodium)

v Low sodium canned cat foods

Eocods to avoid

Fatty foods (meat trimmings, cream, ice cream)

Baby food

Pickled foods

Bread

Pizza

Condiments (ketchup, soy sauce, barbecue sauce, etc — unless they are unsalted or no salt added)
Sandwich meats/cold cuts (ham, corned beef, salami, sausages, bacon, hot dogs)
Rotisserie chicken

Most cheeses, including "squirtable” cheeses

Processed foods (such as, potato mixes, rice mixes, macaroni and cheese)
Canned vegetables (unless "no salt added™)

Potato chips, packaged popcomn, crackers, and other snack foods

Soups (unless homemade without salt)

Most commercial pet treats

4 4 4 €4 € 4 4 4 4 4 €4 4 € ¢

Tips for administering medications
Foods commonly used to administer your pet's pills can provide a large amount of additional salt to your pet's
diet. Preferable ways to give medications include:
» Have one of our staff show you how to give medications without using food
v Insert madications into one of the following foods:

Dogs or cats
Low-sodium canned pet food
Home-cooked meat such as chicken or hamburger (made without salt); not lunch meats
Whipped cream (Reddi Wip)
Marshmallows
Greenies Pill Pockets

* Dog chicken, hickory smoke, or peanut butter flavors; cat chicken or salmon flavor

* Avoid grain-free duck and pea which is high in sodium

= Try to use the smallest size possible (ideally, the cat sized Pill Pockets, even for dogs) and

as few as possible to avoid excessive salt.
= Caution: Not all similar praducts from other companies are low in sodium .

oo0oQQo

Dogs
o Soft fruit, such as banana, orange, melon, or strawberries (avoid grapes)
o Peanut butter (only if labeled as "no salt added”) — examples include Smucker's Natural Creamy
Peanut Butter with No Salt Added or Teddie All Natural Smooth Unsalted Butter
o Frosting (should be less than 75 mg/serving and contain no artificial sweeteners or xylital).
Examples include Duncan Hines whipped vanilla frosting, Betty Crocker whipped vanilla frosting)

You may find our Petfoodology post called, “Pill-popping pets™ helpful for additional ideas:
hitp:/ivetnutrition tufts edu2018/09/foods for giving pills/
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Cummings
\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardickey Linsonc SO8-887-9696

Cardiology Consultation
Date 5/18/2019
Weight Weight (kg} 14.40
Requesting Clinican: B6
Attending Cardiclopict

[ John E. Rush DVM, MS, DACVIM {Cardiology), DACVECC

B6

Cardiclogy Resitdent -
B6

Thoaradic radiopraphs svailable for review?
= Yes - in 55
I3 ¥e< - in PACS
= No

Yes n BCC email

Potient location: ER

Precenting complaint and imporiant concourent disencec:
Enlarged heart on rDVM radiographs, cough

Cinvent medications and doses:

B6

At-home diet {[name, form, amount, frequency}
Bill Jack Persnickety - BID

.................

Years Od Female (Spayed) Cocker

Spamnie |
Black BW- Weight{kg} 14.90

Key indication for consultation: {murmur, aarthythmia, needs fluids, etc.}

Murmur and enlarged heart on radiographs, cough

k your eoncult ime-sencitive? {e g anecthecia today, owner waiting, trying to get biopsy today)

M Yes {explain}: O waiting
= No

*STOP - remainder of form to be filled out by Cardiology™®
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R T ————

B6

I Muscle condition:
[ Normal
& Mild musde loss

Cardiovascular Physical Exom
Murmsr Grade:

[ None

a0

[ 1w

T man

! Moderate cachexia
[ Marked cachexia

M vivi
LYY
v

Murmur location/deaription: left apical, systolic

Jupular wvein:
i Bottom 1/3 of the neck
[ Middle 1/3 of the neck

Arterial pulses:
[ weak
& Fair
[ Good
[ Strong

Arrhythmia
I None
[ Sinus arhythmia

¥ Premature beats

Gallop:
] Yes
M No

[ Intermitbent

Pulmonary assessments:
] Eupneic
= mild dyspnea
M Marked dyspnea
[ Normal BV sounds

Abdommnal exam:
M Normal

[ Hepatomegaly
Echoesrdiopram Fndings:

[ Top 2/3 of the nedck
2 1/2 way up the nedk

[ Bounding

[ pulse deficits

[ pulsus paradoxus
[ Other {describe):

[ Bradycardia
D Tachycardia

' Pronounced
= Other:

W Pulmonary Cradkles

] wheezes

Ld Upper airway stridor

[ other anscultatory findings:

] Abdominal distension
[ Mild ascites
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NEtral nflow:
[ susmmated [ pemsinomal
] Narmal ¥ Restrictive
[ Datayed retmetion

ECG firclings:

Asseconent and recormmendations:
Findings consistent with advanced DMVD with active left-sided CHF. Despite patient having received 3

hospitalization isnot possible, recommend; B6
i B6 svery 4 hours. There s moderate PHTN, but LCHF should be adressed first. Reduced

contractile function is not routinely seen in DMVD, but there very frequent arrhythmias and BEG diet may
contribute. B6 4D for 1 week {and then deorease to every 24h} and switching to a
gran-based low sodium diet are recommended. Recommend recheck bloodwork and EKG n 1 week and
echocardiogram in 3 months

Treatment plon:

B6
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B6

Fnal Diapnosis:
Advanced DMVYD with actwe L- CHF;
Moderate PHTN;

Frequent veniricular and supraventricular asrhythmias

Heort Faihee Clsohication Seore:

ISACHC Classification:
[ ia lia
b b
[

ACVIM CHF Classification:
A M
[0 B1 M p
[ B2

M-Mode
Ivsd

LVIDd
LvPwd
IVSs

LVIDs
LVPWs
EDW{Teich}
ESV{Teich}
EF{Teich}
%M

e B6

LA Diam
LAfAD
Max LA cm
Time ms

HR BRPM
COfTeich} Ifmin
Cl{Teich} 1fmirm
Ivsd cm
TAPSE cm
EPSS cm

3R#33353333

33

M-Mode Normalized
IvSdN B6 {0290 - 0.520)
LVIDdN {1350 - 1.730} !
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LvPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

Ao Diam

SA LA S Ao Diam
Ivsd

LvIDd

LvPWd
EDV{Teich}

V5=

LVIDs

LVPWs
ESV{Teich)
EF{Teich}

%S

SV({Teich}

LV Major

LV Minor
Sphericity Index
LVid AdC
LVEDV MOD Ad4C
LVls AdC

LVESY MOD AAC
LVEF MOD Ad4C
5V MOD A4C

Doppler
MR Vmax

MR maxPG
MV EVel

MV Decl
MYV Dec Slope
MV A Vel

MYV EfA Ralio
AV Vmax

AV maxPG
PY Vmax

PY maxPG
TR Vimax

TR maxPG

B6

B6

{0330 - 0530}
{0.430 - 0710}
{0790 - 1140} !
{0.530 - 0780}
{0.680 - 0890}
{0.640 - 0900} !

33

3§3®*3I 33333373

mmHg
mjfs

mjs
mfs

mjs
mmHg
mjs
mmHg
mjs
mmHg
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Ri Foster Hospital for Small Animals
5 Willard Street
Horth Grafion, MA 01536

Telephone {508] 8395395

Lumm

\eterinary Medical Center e

AT TUFTS UNIVERSITY

hitp-/fwetme d tufts eduf

Dizcharnge Instructions

regu itation and congest ive heart failure with pulimonary edema. Sinee har last appoiniment, you report that she has
been anyshing, has had a decreasad appetite, and youtve had some difficutties giving her medication. Her respiatory
{breathing) rate at rest, however, ha< been comifartable with no efiort.

armythmias which &5 excellernt news! While it 5 difficult to assess her breathing rate hae doe to her siress and ancdety, you
indicate that she does start to panit mudh more frequently when out ona walke Her tongue is a litte biue tnday, which
indicates she & still having ssues ully moyrenating, and she ocouphed occasionally during theexam,

mudh betier owmparatively toher initial presentation this past Satunday.
Monidioring 2t homne
of drups will be adjusted based an the breathing rate and effort. Ingeneval, most dogs with heart faiure that is well

covirolled have a lreathing rate at rest of less than 35 breaths per minuie I addition, the breathing efiort, noted by the
ammri of bally wall motion vsed for each breath, & fairly minimal iFheart failure & ontollad. An noesse inbreathing
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mha:relhtmﬂlmnllynmﬂﬂtmduidgmmadmdﬂ!d B6 _Elfliﬂi:jtyl:lﬁthigismt

Iuaq:tru:lmﬂrenﬂ’mgmhaaﬂ drug doses, onthe Tults HeartSmart weh site
(it Avet s eduyheartamant fat-home - moniborings). We alen want you to watdh for wealness or collapse, arecdhtion
in appetite, warsening cough, or distention of the belly as these findings indicate that we should do a rechedk esamnination.

B6

Dict suppestinns:

Dogs with heart Baiure acosmuate more fuid inthedr body ifthey eat larse amounts off sodium {salt). Sodam can be found
in all foods, but some foods are lower in sodium than othas. Many treals, most people foods, and the supplements uvsad to
e pills often havwe moresodiumthan i desirable - a sheet that has surestions for low sodum treats can be found on the
HeartSmart web site. inaddition, yourdop's vsual diet may have more sodaam than recommended - we wars your dog to
eat their usual diet for the first 710 14 days sowe canmake sure they are tolerating medications well, bt after that time
we would recommend slowly nrochcing one ofthe l[msn:lnmdetsmﬂual-mtﬂ'rm ist{lﬁﬂidﬂerﬂnietﬂl:l

you can reseanch the ammur dsmﬁmnyurdlgk ulmﬁdﬁmammﬂntﬂleaﬂmmiﬂt lssmh‘l:uﬂin'em
the list. The HeartSmart web site also has some infomation on supplements auch as fish oil, urine, and other

supplemenis that you might have questions about fhitpy/fvet iufts ediyheartamart fdietf).

o The DA is asrent by inwest igating an apparent associalion bebwesn diet and a type of heart disease called dilated
cadioyopathy. The sad cause is still uncleas; but it appears o be associated with boubique diets and those
cotaining embic ngedient or aregraindiree. Thereliore, we are asvent iy recommending that dogs do not eat
these types of diets.

dEmtu]ﬂnn:lun]tl:lgﬂiﬂtgﬂl:hashnglm diadk, lamh, venison, lentils, peas, beans, ndfalo,
tapioca, barley, and chidpeas.

o The DA Bsupd astatement reganding this isae
{(hitpss/Awrwrer. i sowf AndmealvVet erinaryf NewsEvent s/ CviviUpd alesfuomiG] 3305.0im) and a recent: article
published by Dr. Lisa Freeman anthe Cummings Sdhools Petioodnlosy blos can further exphin these findings
{hitip/ Avetrwatrition tufts.edu/200 3,/06/ - brolen-heant -ride-of haart-disease-in-boutique-or- grain-iee diets-and-ex
otic-ingredientsf).

O Ourmuaritiontsts have compiled a It of dog foods that are gnod options Tor dogs with heart diseases

Dry Food Option:
Royal Canin Early Cardiac {veterinary diet)
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Carmed Food Oplions:
Hill's Scene Diet Adult 1-6 Healthy Culsine Roasted Chideen, Carmot, and Spinach Stew
Royal Canin Mature 8+

if your dog has special miritional nesds orrequires a homecookad dief, we recommend you schadhule an appoiniment with
our rearitionists {(S08-357-4696).

efioet and heart fnction, do a blood test tn redheck kidney valhues, and probahly rechedea tlil]l:l[lEﬂlE. Anal:hﬂ:l(
edhncandiogram andfor dhest radiographs (crays) are recommended in 2 months

PMease visit our HeartSmart website for more indommation
itipeffvel s edhyheartsmart/

For the sofety ond wellHeing of oo polients, your pel marst frove hod on comanotion by one of our vel erinorions within the post
yeor it order o oldoin presoiplion mediesiions.

Ondering Food:

Pleose check with your primory velermovion o parchose the recommended dictis] 1§ your wish o arrchose your food from as,
pleose ooll 7-10 doys in odvonee [S08-887-36249) 1o ensuve the food & in siodk. Altermotie ly velerinory diels con be ondered from
onlne refoders with o presoription/ve ierimory apprenval.

Cliicad Tl -
Chnicdl trioks ore studies in which ourvele ringry docions work with you ond your peit o invesligoie o spreifie diseose process org
promsamg mew e oricalment  Pleose see our welsie: vel bufls. cdufovmcEinicol shudes
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Cummings B6

Veterinary Medical Center —

AT TUFTS UNIVERSITY EBGTECE.‘_;':FE . y
Cardiclogy Linison: S08-BB7-9696 ermrmemec s male {Spayed] Cocker Spanie

Cardiology Appointment Report
Date: 5242019

Attending Cardiclopict
Juhn E- Rush DVM, M5, DACVIM {Cardiology), DACVECC

B6

Cﬂfiﬁ*ﬂTﬂhi:iﬂl:

B6

B6

Conasrent Diseases: None

General Medical Histary: Still coughing and doing a lot of panting. When sleeping, has to splay on the
ground on a cold surface. When waking any tiny bit, she will start panting. She hasn't been really eating_
Having a hard time giving her medication and tries to grind it mio her food but P is not real by esting mudh
of her food.

Diet and Supplements:
Bill Jack Persnickety - BD

Coardiovaseullar Hishory-

Prior CHF diagnosis? ¥

Prior heart mumur? ¥

Prior ATE? N

Prior aarhythmia? ¥

Monitoring respiratory rate and effort at home? N
Cough? ¥

Shoriness of breath or difficulty breathing? ¥
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Syncope or collapse? Has not collapsed since last Saturday during ber last incident.
Sudden onset lameness? N
Exercise intolerance? Y

Cunrent Medicabions Pertinent 1o OV System:

B6

Cordine Physical Examinaolion

B6

Mustle condition:

[_] Nermal L] Moderate cachexia

o Mildmuscle loss [ marked cachexa
Cordiovsceulor Physienl Exom:
Murmur Grade:

] None &

= 1an El van

H ypa v

T man

Murmar location fdesoription: left apical systole

Jupular wein:
M pottam 1/2 of the neck = 1/2 way up thenak
I middle 1/3 of thenek = Top 2/3 of thenak
Arterial pulses:
T wvieak L pounding
M Fair L puise deficts

Arrhythmia:
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b None L Bradycardia
I Simss arrhwthmia Ll Tachyecandga
LI Premature beats

Gallop:
EE\“E L Pronounced
B No L other:
M wstemittent

Pulmonary asesaments:
DEan'l: = Pulmanary arackles
DHih:ld,q:mEﬂ L] wheeres
ﬁmm Dl.lnlﬂai'umstrill:r

& Narmal BY sounds

Abdominal exzm:

b Normal ] mid ascites
Dl-lqntu'rmal'f L] Marked ascites
[ abdominal distension

Problems:

CHF with advanced DMVD

Pulmonary hypertension
1 : L Dialysts profile
M E0G L] NT-proBne
] Renal profile ] Tropanin|
Dlilmdplmm [ other tests:

Echocardiopram Fndings:

B6

Findings consistent with advanced DMVYD with active lefi-sided CHF. Heart riwthm is better control and
rare verntricular arhythmias were seen today. Patient still has some respiratory effort, but seems brighter
and alert. Reduced contractile fimction is not mutinely seen n DMVD, but since there were very frequent
arrhythmias and patinet hasbeen on a BE5 diet, these factors should also be considered. Recommend
give! B6 | Recheck
in7
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Fnal Diagnosis :
Advanced DMV D with actwe CHE.
Reduced contractile finction

Heart Foihee Clac cfication Score:

ISACHC Classification:
Hia
Hib
En

ACVIM Classification:
O a
Om
7]

M ia
b

M c
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Rotstein, David; Cleary, Michael * HQ Pet Food Report Notification;
i B6 i
Sent: 6/10/2019 8:20:57 PM
Subject: Fromm Game Bird Recipe Dog - Four-Star - Dry -Grain-Free formula: B6

Attachments: 2068038-report.pdf; 2068038-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390092] has been created in the EON System.

A "PDF" report by name "2068038-report.pdf” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2068038-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-390092

ICSR #: 2068038
EON Title: Related PFR Event created for Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula;

2068038
AE Date 04/16/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Hound (unspecified)
Age BG Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2008038

Product Group: Pet Food

Product Name: Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

Description: Patient presented to rDVM for evaluation of abdominal distension x 5 weeks and increase in
respiratory rate and effort. FAST scan revealed moderate ascites. Patient was referred to Tufts for further
evaluation. Findings consistent with advanced DMVD with suspect L-CHF and poor contractile function.
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Considering LA enlargement and severity of MR and A, we would expect a better systolic function.

B6 10mg BID is recommended. Mild respiratory effort and occasional b-lines vote in favor to L-CHF.

There is enough cardiac changes to justify L and R CHF. Since patient is on a BEG diet, it is unclear whether diet
is playing a role on decreased contractile function. Recommend transition to a grain-based, low sodium diet and
consider Taurine supplementation. Abdominocentesis was performed (5 liters of serous sanguineous fluid) and
analysis is recommended. Recommend hospitalization, patient on telemetry monitoring and respiratory watch.
Fluid check in the morning and kidney values daily while in the hospital. Since patient is on a BEG diet,
recommend transition to a grain-based, low sodium diet.

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

This report is linked to:
Initial EON Event Key: EON-388971
Initial ICSR: 2067510

Sender information

B6

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390092

To view the Related PFR Event Report, please click the link below:
https://eon.tda.cov/eon//EventCustomDetailsAction!lviewReport.jspa?decorator=none& e=0&issue Type=10100&
issueld=407304& parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Palmer, Lee Anne; Rotstein, David; Palmer, Lee Anne; Queen, Jackie L

CcC: Ceric, Olgica; Nemser, Sarah; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'
Sent: 5/9/2018 10:53:13 AM

Subject: RE: Zignature Kangaroo Formula: 800.261- EON- 351031- B6 f-vet
Attachments: EON-3510314{ Be___ MRx.pdf '

B6 iresponsive infectious B6 i Since 9 months oId

MRx summary:
Presenting complaint 2/23/2018: CHF possible, consult; tachycardia, last 3 days dyspneic, no cough, poor

appetite for 2 days, usually ravenous, decreased energy level, on B6 iover a year, triedi___B6__:
but discontinued because it wasn’t helping; long history of a panting and swallowing disorder a diagnosed w/
DCM & L-CHF, tentative pulmonary edema a start: B6 i a 2/27 breathing better,

eating ok, increasedi____B6 ___ i ifor gagging a 3/1 Tau low, dog still on Zignature Kangaroo diet a vet said
legumes in the diet likely prevent Met & Cys absorption a switched to Royal Canin Kangaroo & Oat; the dog was
on Zignature Kangaroo last 2-3 years, eats milkbones and baked dog treats from a bakery; before the Zignature,
he ate Acana Ranch Lamb, Natural Balanace Bison & SP, Natural Balance Fish & SP, Zignature Trout & Salmon
a no supplements were taken before the DCM diagnosis a by 3/13 dog was eating Royal Canin Kangaroo a 3/22

restless at night but; _B6__ itryi ___BS

PE 2/23: « B6 t gallop, pantlng at rest/lylng down still tachypneic

Labs: 2/23"""Whole Blood Tau: | i  B6
2/23 E Echocardiogram: dilated LV w/ poor systolic functlon LA enlarged, mod MR & TR, dec aortic and
pulmonic flow

Prior MHx: & B6

B6

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

WY .. FOOD & DRUG

ADMENISTRATION v

From: Jones, Jennifer L

Sent: Friday, April 13, 2018 6:32 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: RE: Zignature Kangaroo Formula: {_____] B6_____1- EON-351031

Thanks, Lee Anne. No, | wasn’t expecting it, but | can start with MRx!

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

‘ U.S. FOOD & DRUG

B EIND S AT b

i
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From: Palmer, Lee Anne

Sent: Thursday, April 12, 2018 1:39 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gga Carey Lauren <Lauren.Carey@fda.hhs.gov>

Subject: FW: Zignature Kangaroo Formula: | B6 i- EON-351031

Hi Jen —were you expecting this one? Thx - LA

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]

Sent: Thursday, April 12, 2018 1:36 PM

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon
<HQPetFoodReportNotification@fda.hhs.gov>; ! B6 .
Subject: Zignature Kangaroo Formula:i B6. i- EON-351031

A PFR Report has been received and PFR Event [EON-351031] has been created in the EON System.
A "PDF" report by name "2045676-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351031

ICSR #: 2045676
EON Title: PFR Event created for Zignature Kangaroo Formula; 2045676

AE Date 02/22/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 6 Years

District Involved | PFR{__ B6 DO

Product information

Individual Case Safety Report Number: 2045676

Product Group: Pet Food

Product Name: Zignature Kangaroo Formula

Description: Feb 23, 2018 Patient presented to the cardiology service at! B

Falls for tachypnea. He was diagnosed with dilated cardiomyopathy and left side congestive heart failure. Whole
blood taurine level was Bé | At the time, patient consuming Zignature
Kangaroo Formula and was advised to change.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-005397



Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name

Lot Number or ID

Best By Date

Zignature Kangaroo Formula

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

B6

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@@fda hhs gov immediately.

FDA-CVM-FOIA-2019-1704-005398



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David

Sent: 6/10/2019 4:39:12 PM

Subject: couple more related DCM- PFRs-FW: Zignature trout & salmon dry: Lisa Freeman -
EON-390034 + Pure VitaVenison and Red Lentisl .

Attachments: 2067994-report.pdf: PureVita Venison & Red Lentils Grain-Free Dry Dog Food B6
EON-386301; PureVita Venison & Red Lentils Grain-Free Dry Dog Food: B6 7T

EON-390031; Zignature trout & salmon dry: Lisa Freeman - EON-370715; 2067994-
attachments.zip

David Rotstein, DVM, MPVM, Dipl. ACVP

CVM Vet-LIRN Liaison
CVM OSC/DC/CERT
7519 Standish Place
B6
oYY U.S. FOOD & DRUG

iy "

4 | -
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs. gov.

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Sent: Monday, June 10, 2019 11:13 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Cleary, Michael * <M|chael Cleary@fda.hhs. gov> HQ Pet
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>;; B6 i
Subject: Zignature trout & salmon dry: Lisa Freeman - EON-390034 '

A PFR Report has been received and Related PFR Event [EON-390034] has been created in the EON System.

A "PDF" report by name "2067994-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2067994-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-390034

ICSR #: 2067994
EON Title: Related PFR Event created for Zignature trout & salmon dry; 2067994

AE Date 11/07/2018 Number Fed/Exposed | 3

Best By Date Number Reacted 2

FDA-CVM-FOIA-2019-1704-005431



Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Retriever - Labrador

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067994

Product Group: Pet Food

Product Name: Zignature trout & salmon dry S .

Description: Older housemate diagnosed with DCM and CHF. Screenin¢__ B6 because he has been eating
the same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and
owner has changed diet and started taurine supplementation

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Zignature trout & salmon dry

This report is linked to:
Initial EON Event Key: EON-370715
Initial ICSR: 2058683

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390034

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=10100&
issueld=407306&parentlssueTypeld=12

FDA-CVM-FOIA-2019-1704-005432



This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FDA-CVM-FOIA-2019-1704-005433



From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN>

To: Reimschuessel, Renate; Queen, Jackie L; Palmer, Lee Anne; Jones, Jennifer
L; Ceric, Olgica; Carey, Lauren

Sent: 7/11/2017 9:45:50 PM

Subject: Fwd: Alternated feedings between:-California Natural Adult Limited Ingredient
Grain Free Venison & Green Lentils Recipe Dog Food and Kangaroo and
Lentils: Darcy Adin - EON-323519

Attachments: 2023230-report.pdf

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB)

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed,
or copied to persons not authorized to receive such information. If you are not the intended recipient,
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov.

From: PFR Event <pfreventcreation@fda.hhs.gov>
Date: July 11, 2017 at 5:36:16 PM EDT
To: HQ Pet Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>,

B6 Cleary, Michael *

ZMichagl Cleary@Tda his govs
Subject: Alternated feedings between:-California Natural Adult Limited Ingredient Grain Free Venison
& Green Lentils Recipe Dog Food and Kangaroo and Lentils: Darcy Adin - EON-323519

A PFR Report has been received and PFR Event [EON-323519] has been created in the EON System.

A "PDF" report by name "2023230-report.pdf” is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-323519

ICSR #: 2023230

EON Title: PFR Event created for Alternated feedings between: California Natural Adult Limited Ingredient
Grain Free Venison & Green Lentils Recipe Dog Food and Kangaroo and Lentils; 2023230

FDA-CVM-FOIA-2019-1704-005455



AE Date 06/22/2017 Number Fed/Exposed | 2

Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Schnauzer - Miniature

Age 7 Years

District Involved | PFR-New York DO

Product information

Individual Case Safety Report Number: 2023230

Product Group: Pet Food

Product Name: Alternated feedings between: California Natural Adult Limited Ingredient Grain Free Venison &
Green Lentils Recipe Dog Food and Kangaroo and Lentils

Description Please note: Dr J ennifer Jones was consulted prior to submission of this report She would like to

closely related to each other. His appetite for dog food declined but he would eat 1t if tempted with treats mixed
in. He was presented 6/22/17 for more syncopal events and was similarly diagnosed with severe DCM and CHF.
He was able to be successfully treated however and 1s clinically doing well on CHF medications as of 7/10/17. A

re-review of the myocardial histopathology for: B6 housemate B6 iwas requested at this time because of

the unusual diagnosis of DCM in a small breed dog lrvmg in the same house as another dog similarly diagnosed a
few months ago. This re-review by one of our pathologists showed myofiber vacuoles reminiscent of the changes
seen in doxorubicin toxicity. Since the dog had not received: B6 ‘

B6

(unrelated younger rmmature schnauzer) BG llad been tfed Caifornia Naturals Adult - both kangaroo with

not the original bags from when he was presented 2/17 _These samples were provided at the time; B6 also
presented with severe DCM and CHF. Lik B6 had extensive infectious disease testing v;lllcll was
negative and nutritional amino acid deficiencies were ruled out. Because of this, their unrelated lineages
(although the same breed, they were from different lines), different ages but similar time of presentation, we are
considering common environmental factors which could precipitate DCM, including food contamination or toxin

Celsius in add1t1on to food and treat samples.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

FDA-CVM-FOIA-2019-1704-005456



Lot Number | Best By

Product Name or ID Date

Alternated feedings between: California Natural Adult Limited Ingredient Grain
Free Venison & Green Lentils Recipe Dog Food and Kangaroo and Lentils

Sender information
Darcy Adin

1060 William Moore Dr
Raleigh, NY 27607
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-323519

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=338851

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FDA-CVM-FOIA-2019-1704-005457



Print Date: 07/11/17

Page 1
NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 5136500
Fax: Referral Ra|eigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Client Patient i
CBg Case # 212267 :‘:Led":r::‘g DVM B 6
B 6 'SCHNAUZER Discharding DV 56
MC 8.2kg R"T a_rg";gVM : ;
BLACK eferring B 6
CANINE
Admission Date/Timei B6 ! Discharge Date/Time! B6 Discharge Status:
**NOTICE OF EUTHANSIA
Case Summary
Diagnosis:
1) Biventricular congestive heart failure (left significantly worse than right)
2) Cardiomyopathy (suspect secondary) vs. myocarditis vs. tachycardia-induced cardiomyopathy vs. other
Histor .
i B6 iis a2 and % year old male castrated Miniature Schnauzer who presented the NCSU ER oni Bé for
'I_'[é_E_i_'_d_'_r'ég__tg_r_Qathlng and was subsequently transferred to NCSU Cardiology.. _B€__initially developed a cough three weeks ago; | B6 |
i B6 .descrlbes the cough as a Wheezmg—type cough that occurred more frequently at night. When-___B__t_;____-showed no signs of

I_for eval Lt,LatJQn Bloodwork. and .thQIaQLQ radioqaraphs.were.| petfgérged Bloodwork was_renortedly. mre.mafkabJe_at thistime.and there

i B6 ‘While in-hospitali B6 .regurgltated On Wednesday: B6 ihad
|mprovement in respiratory effort but he stillwas not eating;! .

i B6 i The day of presentation i B6 'syringe fedi: B6 i but as she attempted he
i B6 'd'é\'ié'l'd'ﬁéd marked labored breathing following this and was presented to an emergency hospital.

Thoracic radlographs were performed (uploaded in eFllm) and revealed cardlomegaly, a diffuse, severe mlxed interstitial to alveolar

B6

R BG 'Ilves with one other dog (nota relatlve) who is healthy_and is curr?antly up to date on his

Vacdinations. . BG '|s not current on any flea/tick prevention but receives heartworm prevention.i B6 lis fed California Natural dog
food. e

further care and ventilation if indicated.

Physical Exam Findings (on presentation):

FDA-CVM-FOIA-2019-1704-005458



Print Date: 07/11/17 Page 2

Brief Daily Summary:

i B6 'presented late in the evening on' B6 :to the ER and after a TFAST was performed showmg severe cardiomegaly with

hypocontractlllty of the ventricles in addition to reviewing the rDVM radlographs i B6 tand: BB iwere given. An

FDA-CVM-FOIA-2019-1704-005459



Print Date: 07/11/17 Page 3

echocardiogram was then performed (performed sternally cage-side given patient status) and a diagnosis of severe cardiomyopathy
(primary vs. secondary DCM vs. myocarditis, vs. pacing-induced cardiomyopathy vs. other) and he was quickly given another dose of

i B6 i

i B6 After the second: Bé iwas given he was immediately placed on a B6 land!___ | B6 . iat

L _____ B6 | Immediately after B6 {approximately 1:30AM) which showed a
marked improvement in terms ofi B6 :
significantly improved. He was maintained on ' B6 P

: B6 i He handled this quite well and whilei Bé ! as the! B6 i he clinically was markedly
improved from presentation. Hisi BB i

| am sorry for the loss of your patient. Bothi / were absolutely wonderful to work with. If you have any

questions at all, please do not hesitate to call us atEL B6 !

i B6 i

FDA-CVM-FOIA-2019-1704-005460



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah; Nemser, Sarah; Carey, Lauren; Ceric, Olgica; Glover, Mark;
Palmer, Lee Anne
Sent: 8/13/2018 4:52:20 PM
Subject: follow-up tau EON-360238-FW: Taste of the Wild Pine Forrest:{ | B6 .- EON-362010
Attachments: 2053631-report.pdf; Taste of the Wild Pine Forrest:; | B6 i - EON-360238; 2053631-

attachments.zip

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

1 U.S. FOOD & DRUG

AT AL TRATECHN

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Related PFR Event [mailto:pfrsignificantactivitycreation@fda.hhs.gov]

Sent: Monday, August 13, 2018 12:48 PM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Cleary, Michael * <M|chael Cleary@fda.hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotlflcatlon@fda hhs.gov>;i B6 i
Subject: Taste of the Wild Pine Forrest: | B6 - EON-362010

A PFR Report has been received and Related PFR Event [EON-362010] has been created in the EON System.

A "PDF" report by name "205363 I-report.pdf” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2053631-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-362010

ICSR #: 2053631
EON Title: Related PFR Event created for Taste of the Wild Pine Forrest Venison and Legumes; 2053631

AE Date 05/08/2017 Number Fed/Exposed

Best By Date Number Reacted |

FDA-CVM-FOIA-2019-1704-005481



Animal Species

Dog

Outcome to Date

Better/Improved/Recovering

Breed Retriever - Golden
Age 3 Years
District Involved | PFR-  B6 DO

Product information

Individual Case Safety Report Number: 2053631
Product Group: Pet Food

Product Name: Taste of the Wild Pine Forrest, Venison and Legumes

was on a grain-free food high in legumes. The result was B6iml by the plasma test (normal level is 60-120 ml). I
then took her to board certified cardiologist Dr. Joshua Stern at UCD VMTH. Dr. Stern did an echocardiogram
and also found the Mitral Valve Dysplasia, but did not see SAS. He found Mild to Moderate DCM. His report

repeat echo in 3-4 months. She returned for additional echos in November 2017 and March 2018. Copies of all
three visit reports and echos are attached. I'm going to try to attach a copy of her blood report of before and after

supplementation.

Submission Type: Followup

Report Type: Both

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Reacted With Product: 1

Product Name

Lot Number or ID | Best By Date

Taste of the Wild Pine Forrest, Venison and Legumes

This report is linked to:
Initial EON Event Key: EON-360238
Initial ICSR: 2052688

Sender information

B6

“USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362010

FDA-CVM-FOIA-2019-1704-005482



To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issue Type=10100&
issueld=378744&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.

FDA-CVM-FOIA-2019-1704-005483



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification B6

8/21/2018 7:48:36 PM

Zignature Kangaroo Grain Free Formula BG - EON-362973

2054024-report.pdf; 2054024-attachments.zip

A PFR Report has been received and PFR Event [EON-362973] has been created in the EON System.

A "PDF" report by name "2054024-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2054024-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-362973

ICSR #: 2054024

1

EON Title: PFR Event created for Zignature Kangaroo Grain Free Formula, Earthborne Naturals Lamb Grain

Free; 2054024

AE Date B6 Number Fed/Exposed

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Mastift

Age 6 Years

District Involved

PFR-Atlanta DO

Product information

Individual Case Safety Report Number: 2054024
Product Group: Pet Food

Slowly transitioned from grain free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement. Still not sure at this point if the DCM is breed or diet related, or both. Owner has

another Mastiftf which also was on Zignature Kangaroo Grain Free.

FDA-CVM-FOIA-2019-1704-005488



Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Earthborne Naturals Lamb Grain Free

Zignature Kangaroo Grain Free Formula

Sender information

" B6

Owner information

U

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362973

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=379707

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

FDA-CVM-FOIA-2019-1704-005489



Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FDA-CVM-FOIA-2019-1704-005490



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notificationi B6
Sent: 8/21/2018 7:48:36 PM

Subject: Zignature Kangaroo Grain Free Formula B6 EON-362973
Attachments: 2054024-report.pdf; 2054024-attachments.zip

A PFR Report has been received and PFR Event [EON-362973] has been created in the EON System.

A "PDF" report by name "2054024-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2054024-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-362973

ICSR #: 2054024

EON Title: PFR Event created for Zignature Kangaroo Grain Free Formula, Earthborne Naturals Lamb Grain
Free; 2054024

AE Date B6 Number Fed/Exposed

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Mastift

Age 6 Years

District Involved | PFR-Atlanta DO

Product information
Individual Case Safety Report Number: 2054024
Product Group: Pet Food

Description: Presented to NCSU ER B6 tor lethargy, coughing and a terminal wretch for 4 days.He

was diagnosed and treated for atrial fibrillation, DCM and congestive heart failure. Taurine =} B6 inmol/ml.
Slowly transitioned from grain free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement. Still not sure at this point if the DCM is breed or diet related, or both. Owner has

another Mastiftf which also was on Zignature Kangaroo Grain Free.

FDA-CVM-FOIA-2019-1704-005525



Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Earthborne Naturals Lamb Grain Free

Zignature Kangaroo Grain Free Formula

Sender information

B6

USA

Owner information

B6

JSA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362973

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=379707

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification B6

Sent: 9/25/2018 5:16:12 PM

Subject: Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food: B6
EON-366756

Attachments: 2055325-report.pdf

A PFR Report has been received and PFR Event [EON-366756] has been created in the EON System.
A "PDF" report by name "2055325-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-366756

ICSR #: 2055325

EON Title: PFR Event created for Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food, The Farmer's
Dog Beef Recipe; 2055325

AE Date 09/24/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 8.5 Years

District Involved

Product information
Individual Case Safety Report Number: 2055325
Product Group: Pet Food

that time, I began feeding Fromm's Beef Firtitta Grain Free. In late 2016 B6 began to experience steady

diarrhea. After much vet intervention including a 2 night stay at vet hospital on IV, I changed B6 i from Fromm's
to a short transition time on ground beef w/rice and then to a fresh dog food, The Farmer's Dog Beef with Lentils.
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Her diarrhea completed cleared and she remained on The Farmer's Dog Beef with Lentils until I begin reading
about the 1ssue with Low Taurine in Golden Retrievers. Based on UC Davis and Dr Stern studies, I obtained a

blood sample for testing. UC Davis completed the test and her taurine level is low ai B@ | while the level for a
Golden Retriever is 250+. I had an echocardiogram done yesterday, Sept 24, 2018. The canine cardiologist
evaluation is as follows: "Mild/early dilated cardiomyopathy-suspect taurine responsive. Trace mitral valve
regurgitation. Normal left atrial dimensions. High normal left ventricular dimensions with moderately decreased
heart muscle function. Normal right heart size. History of eating a grain-free diet. Low taurine." "No medications
are indicated at this time. Begin Taurine 1000 mg twice daily. In two weeks, begin L-carnitine 1850 mg three
times daily. In four weeks, begin fish oil supplements (omega-3 fatty acids) at approximately EPA 1500 mg and
DHA 925 mg total per day. Change diet from grain free, legume foods. Cardiologist recommends follow up in 6
months.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food

The Farmer's Dog Beef Recipe

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-366756

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=383670

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.
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The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Queen, Jackie L; Palmer, Lee Anne; Carey, Lauren
CcC: Peloquin, Sarah; Ceric, Olgica

Sent: 10/2/2018 6:36:27 PM

Subject: RE: 800.267-EON-362878<  B6__+Acana Free Run Poultry dry
Attachments: EON-362878-owner interview-10.2. 2018 pdf

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

U5, FOOD & DRUG

ADMENIETRATICH

From: Jones, Jennifer L

Sent: Thursday, September 20, 2018 10:27 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>

Subject: RE: 800.267-EON-362878<___Bé ___-Acana Free Run Poultry dry

Interview pending, Cough since early 2017! Norm Tau; Housemate:  Bs__ -also Tau norm, maybe got echo
(checking)

i B6__iMC Doberman Pinscher

Hx:; B6 rreport of nonproductive hacking cough recently-O
thought after sniffing dust, eating Valor Freeze dried food; 3/10/2017-PD, morning cough-o thinks allergies, MAP
crytalsarecheck had none-rare; 7/26/2017-possible anxiety in dark, seasonal allergies (spring/summer) worse,
occ little cough but normal for him, on Grandma Lucy raw and Earthborne; 2/14/2018-Grandma Lucy and Acana
poultry

FDA-CVM-FOIA-2019-1704-005583



Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

LS. FOOD & DRUG

AR EIND S VI ATIC W

From: PFR Event <pfreventcreation@fda.hhs.gov>
Sent: Monday, August 20, 2018 4:44 PM
To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon

<HQPetFoodReportNotification@fda.hhs.gov> B6
Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-362878

A PFR Report has been received and PFR Event [EON-362878] has been created in the EON System.

A "PDF" report by name "2053969-report.pdf' is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2053969-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-362878
ICSR #: 2053969
EON Title: PFR Event created for Acana Free Run Poultry dry; 2053969

AE Date 08/06/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2053969

Product Group: Pet Food

Product Name: Acana Free Run Poultrydry
Description: Taken to RDVM for Iameness Dilated cardiomyopathy and CHF diagnosed 8/6/18.} B6 :

: BG s . We saw at Tufts 8/16/18. Clinically improved but still has S|gn|flcant
DCM and: B6 i We addedi B6 ifish oil, and taurine. WB taurine
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pending. Another dog in household (also a Doberman) was eating the same food but was echoed today and has
no signs of DCM.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362878

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=12&

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;g B6
Sent: 12/27/2018 3:16:35 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-374786
Attachments: 2060599-report.pdf; 2060599-attachments.zip

A PFR Report has been received and PFR Event [EON-374786] has been created in the EON System.

A "PDF" report by name "2060599-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2060599-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-374786

ICSR #: 2060599
EON Title: PFR Event created for Acana Free Run Poultry dry; 2060599

AE Date 08/20/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age 10 Years

District Involved | PFR; __ B6 DO

Product information

Individual Case Safety Report Number: 2060599
Product Group: Pet Food

Product Name: Acana Free Run Poultry dry

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536

B6

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-374786

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=391795

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 ;

Sent: 3/21/2019 9:41:00 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-383005

Attachments: 2064397-report.pdf; 2064397-attachments.zip

A PFR Report has been received and Related PFR Event [EON-383005] has been created in the EON System.

A "PDF" report by name "2064397-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2064397-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-383005

ICSR #: 2064397
EON Title: Related PFR Event created for Acana Free Run Poultry dry; 2064397

AE Date 08/20/2018 Number Fed/Exposed | 2

Best By Date Number Reacted 2

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Doberman Pinscher

Age __B6

District Involved | PFR4_____B6____ DO

Product information

Individual Case Safety Report Number: 2064397
Product Group: Pet Food
Product Name: Acana Free Run Poultry dry

Submission Type: Followup
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

This report is linked to:
Initial EON Event Key: EON-374786
Initial ICSR: 2060599

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383005

To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=10100&
1ssueld=400103&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390034

Adverse Event (a symptom, reaction or disease associated with the product)

ICSR: 2067994

Type Of Submission: Followup

Report Version: FPSR.FDA.PETF.V.V1
Type Of Report:

Reporting Type: Voluntary

Report Submission Date: 2019-06-10 11:03:47 EDT
Initial Report Date: 11/09/2018

Parent ICSR: 2058683

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

has been eating the same diet. Doés not have clearcut DCM on echo but has
_reduced cardiac contractility. Taurine pending and owner has changed diet and
started taurine supplementation

+ 11/07/2018

No

Problem:

Outcome to Date

: Better/Improved/Recovering

Product Information: Product Name:

Product Type

 Zighature trout & salmon dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

_ trout & salmon from 09/30/15-10/01/18 1.25 cups twice |
daily of Zignature. The primary cookies he ate was
Earthborn Holistic Grain-Free, all varieties, and he might

__have had 3-4 cookies per day. The only other cookies he
would have ealen were misc. varieties brought by misc.
delivery people (propane, UPS, ete.) and not regularly. [t we
ever had to give medication, we always used the Greenies

_ Pill Pockets, .

Description:

Manufacturer

[Distributor Information
Purchase L ocation

Information:

Animal Information: Name:

Type Of Species:
Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:

Assessment of Prior

Retriever - Labrador

Male

Neutered

25.9 Kilogram

3 Years

Excellent

Health:

Number of Animals

Given the Product;

Number of Animals

Reacted:

Owner Information:

Owner Yes
Information

provided:

Contact: Name:

FOUO- For Official Use Only
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Reported to Other
Parties:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Email:

Address:

B6

United States

Practice Name:
Contact: Name:

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

5088874523
Email: lisa.freeman@tufts.edu

Phone:

Yes
Email

None

Med Records pt 2.pdf
Medical Records
Medical Records

Med Records pt 1.pdf
Medical Records
Medical Records

Tufts Cummings School of Veterinary Medicine

Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

FOUO- For Official Use Only
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Report Details - EON-370715

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2018-11-09 17:46:50 EST

Reported Problem:

Product Information:

Animal Information:

2058683
Initial
FPSR.FDA.PETF.V.V1
Adverse Event (a symptom, reaction or disease associated with the product)
Voluntary
Problem Description: _ Older housemate diagnosed with DCM and CHE ScreenmgB(i1 becaise he
has been eating the same diet. Does not have clearcut DCM on echo but has
_ reduced cardiac contractility. Taurine pending and owner has changed diet and
... startedtaurine supplementation
Date Problem Started: 11/07/2018
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Name: Zignature trout & salmon dry
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use Description: 3 He ate Zignature
Information.. =~ trout & salmon from 09/30/15 - 10/01/18 1 25 cups twice
daily of Zignature. The primaty cookies he ate was
Earthborn Holistic Grain-Free all varieties, and he might
. _have had 3-4 cookies per day. The only other cookies he
would have eaten were misc. varieties brought by misc.
delivery people (propane, URPS efc) and not regularly, If we
__ever had to give medication, we always used the Greenles
Pill Pockets.
Manufacturer
/Distributor Information:
Purchase Location
Information:
Neme: [ B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender: Male
Reproductive Status: Neutered
Weight: 25.9 Kilogram
Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 3
Given the Product:
Number of Animals 2
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phone: !
Email;
Address: | B 6
1

FOUO- For Official Use Only
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United States

Healthcare Professional PpPractice Name:

Tufts Cummings School of Veterinary Medicine
Information:

Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: phone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical record.pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification:; B6
Sent: 12/27/2018 3:16:35 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-374786
Attachments: 2060599-report.pdf; 2060599-attachments.zip

A PFR Report has been received and PFR Event [EON-374786] has been created in the EON System.

A "PDF" report by name "2060599-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2060599-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-374786

ICSR #: 2060599
EON Title: PFR Event created for Acana Free Run Poultry dry; 2060599

AE Date 08/20/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age 10 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2060599
Product Group: Pet Food

Product Name: Acana Free Run Poultry dry

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

FEA-CVNI-FCIA-2C19-1704-C05972



Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-374786

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&i1ssueType=12&
1ssueld=391795

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message 1s intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE
GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS
/CN=0A3B17EBFCF14A6CB8E94F322906BADD-DROTSTEI>

To: Jones, Jennifer L; Queen, Jackie L; Palmer, Lee Anne; Carey, Lauren;
Peloquin, Sarah

Sent: 9/24/2018 11:23:36 AM

Subject: Fwd: Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were
Southwest Canyon flavor-Before that: Lisa Freeman - EON-366516

Attachments: 2055229-report.pdf; 2055229-attachments.zip

From: PFR Event <pfreventcreation@fda.hhs.gov>

Date: September 22, 2018 at 6:40:54 PM EDT

To: Cleary, Michael * <Michael Cleary(@fda.hhs.gov>, HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda hhs. gov> B6

Subject: Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were Southwest Canyon ﬂavor—Before
that: Lisa Freeman - EON-366516

A PFR Report has been received and PFR Event [EON-366516] has been created in the EON System.

A "PDF" report by name "2055229-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2055229-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-366516

ICSR #: 2055229

EON Title: PFR Event created for Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that fed 3-4 bags of Pine Forest Before that had been feeding Pacific Stream for several
years, 2055229

AE Date 09/08/2018 Number Fed/Expesed | 2
Best By Date Number Reacted 1
Animal Species Dog Outconze to Date Stable
Breed Doberman Pinscher

FEA-C\VNI-FCIA-2C19-1704-00€013



Age B6 iyears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055229

Product Group: Pet Food

Product Name: Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest Canyon flavor
Before that, fed 3-4 bags of Pine Forest Before that, had been feeding Pacific Stream for several years
Description: DCM and CHF Probably primary DCM in predisposed breed but given diet history, some
possibility of diet-associated DCM Taurine WNL

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Lot
Product Name Number or Best By
ID Date

Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-366516

To view the PFR Event Report, please click the link below:
https://eon.fda.govieon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&i1ssueType=12&
1ssueld=383430

FEA-C\VNI-FCIA-2C19-1704-00C014



This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message 1s intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2C19-1704-006015



From. Folat=d PFR Event <pfrsignificantactivitycreation@fda hhs.gov>

fo L 6 iclary, Michael *; HQ Pet Food Report Notification;
Es ;

Sent: 3728720119 6:25:57 PM

Subjact: 4rleaith whitefish and potato dry: Lisa Freemmian - EON-332414

Attachmeants 206464 5-report pdf, 2064645-attach

A PFR Renort has been received and Relate

narme "206484

A '"PDF" repert by

and s attached to this emall act.fication.

Below 15 the summary of the report

EON IKey: SON-333414

LCSR #: 2064645

EQON Title: Related PFR Event created for
dog food; Zub4645

i5-report.pdi™ is attachied to thi
note that all documents recerved i the repert

-—

d PFR

ara o~
v v

ompres

-

Siteds

r I\., lul

Bvent [EON-383414] has

essed into a zip file by name

h and potato dry, 4Health

menrts.zip

5 been created in the

H"\{\//I/il: ;1.

ANy

01/03/2019

Number Fed/Expesed

[

Best By Date

Numiber Reacted

Animal Species Dcg Outconie to Daie Died Euthanized
Breed Pit Bul
Age 7.5 Years
Bistrict Involved | PFR-New England DO
Product information
Individual Case Safety Repert Numoer: 2064645
Product Group: Pet Food
Product Name: 4Health wnitefish and potato diy, 4Health saimon and potato adult deg food

Description: Eaiing BEG diet u‘yncopal ept

; taurine and reponin pending 2

other degs in household

HON

tachments.

i3 email notfication for vour reference. Piease

1
Zp

salimon and potato adult

sodes - identified arinyhimia recently Owner changing diet and wiil

satmg same



Report Type:

L) Iy

Quttonze of

Adverse Event (2 symptom, reaction or disease agsociated with the
re:‘«:ctmnx’ever‘ut at kh" time of last ebservation: Died Euthanized
s}

Number of Animals Treated With Preduct: 3
Number of Animals Reactad With Produci: 1

rodhct)

Preduct Name Lot Number or ID | Best By Dat

4Health salmon and petato adult dog focd

41 lealth wiite

This report is linked to:
Iaitial EON Event Key: EON-376448

Taitial LCSK:

~

2u6i2t7

Sender wnformation

Lisa Freeman

200 Westhoro Re

North Grafton,

b[\

MA 01536

Qwner wiermalion

©

3]

To view Luo Related PFR Event, ple

litins:/feon.1ds

ase click the link below:
Y / /blu \a:/EO}\Y-S

83414

ki

psi/eon.dda.

1o view the Related PFR £vent Report, please click the unk celow:
ttpsy oov/con//EventCusiomDetail sAction! viewReport. spa? decorator=ncne&e=0&1ssue Ty pe=10130&

I

1ssucld=4005 1 2& parentlssue Ty peld=12

This email and

aitachied docurnent are Seing provided to you in your capacity as a Commissioned Oificial with
tiie U.S. Department of Heaith and Human Services as amhu[mcd Ly law. You are being provided with this
informaon purstant 1 5 our signed Acceptance of Cominission.

This email message 1s intended for the exclusive use ot the 1\—;cipient( s) nanmied above. It inay contain information
tnat 18 protected, privileged, or confiaential. Any dissemination, distribution, or copying is strictly prohubited.

The inrormaiion is provided as part of the federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your ooligation to protect aca-public information, including trade

secret ana conridential commercial inrormation that you receive trom the U.S

from further di

sclosure. The wnformation in the report i1s intended for situational awaieres

. Food and Drug Admimstration
s and should not be



shared or acted upon independently. Any and all acticns regarding this informaticn should be coordinate
through vour local distiiet FDA effice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If yvou think
vou recetved this email in error, please send an email to TD AReportableloods(@fda hbs gov immediately.



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notificatiori; B6
Sent: 1/31/2019 4:41:12 PM

Subject: Castor & Pollux Organix Grain Freei __B6 |- EON-378184
Attachments: 2062004-report.pdf; 2062004-attachments.zip

A PFR Report has been received and PFR Event [EON-378184] has been created in the EON System.

A "PDF" report by name "2062004-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2062004-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-378184

ICSR #: 2062004

EON Title: PFR Event created for Castor & Pollux Organix Grain Free, Primal Freeze Dried Nuggets for dogs;
2062004

AE Date B6 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Euthanized
Breed Terrier - Yorkshire

Age 1 Years

District Involved | PFR-Atlanta DO

Product information

Individual Case Safety Report Number: 2062004

Product Group: Pet Food

Product Name' Castor & Pollux Organix Grain Free Primal Freeze Dried Nuggets for dogs

multlple times throughout the day and he had a decreased appetlte "B6 iwas taken to! B6

FEA-C\VNI-FCIA-2C19-1704-0C6167



B6 ‘that evening for further evaluation. At. B6 ! a CBC showed a marked

' thrombocytopenia (automated, no smear performed) and thoracic radiographs showed an enlarged heart, a
moderate diffuse unstructured interstitial pattern perihilar and caudodorsal lung lobes, and a mildly distended
cranial lobar vein. Congestive heart failure was suspected and : B6
: B¢ i'Be i was subsequently referred to NCSU for further cardiac workup.
. B6_! other medical problems include recent vomiting and diarrhea. He vomits every once in a while, most
recently a couple of weeks ago after eating houseplants. He also had a bad bout of diarrhea after eating the plants.
He was taken to his primary veterinarian who prescribed medications and a probiotic. The vomiting resolved and
his feces normalized until about 2 days ago when they became soft again.

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: |

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Primal Freeze Dried Nuggets for dogs

Castor & Pollux Organix Grain Free

Sender information

B6

USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-378184

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
issueld=395193

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

FEA-C\VNI-FCIA-2C19-1704-0CC6168



This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FLA-CVNI-FGLA-2C19-1704-006169



From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Carey, Lauren; Cleary, Michael *;

B6

6/11/2019 6:40:49 PM

HQ Pet Food Report Notification;

Wellness Core grain-free ocean fish dry-Wellness core grain free turkey: Lisa
Freeman - EON-390201

2068094-report.pdf; 2068094-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390201] has been created in the EON System.

A "PDF" report by name "2068094-report.pdf™ is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2068094-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390201

ICSR #: 2068094

1

EON Title: Related PFR Event created for Wellness Core grain-free ocean fish dry Wellness core grain free
turkey chicken liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe;

2068094
AE Date 01/15/2019 Number Fed/Exposed | 0
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Died Euthanized
Breed Bulldog
Age 8.5 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068094
Product Group: Pet Food
Product Name: Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken liver & turkey
liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe
Description: DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so far, 4 have been

FEA-CNVNI-FC
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diagnosed with DCM/ARVC. One other had a normal NT-proBNP and 2 others will be tested Diet has been
changed to Royal Canin Early Cardiac and we will recheck in 3 months. I have sample of dry and canned food

submitted to FDA from rDVM.

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 4

Lot Number | Best By

Product Name or ID Date

Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
turkey recipe

This report is linked to:
Initial EON Event Key: EON-380742
Initial ICSR: 2063133

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ..

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390201

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&issue Type=10100&
1ssueld=407473 &parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information

FEA-CVNI-FCIA-2C19-1704-006215



that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2C19-1704-006216



RepOﬂ:BEﬁilS oy —
ICSR: 2068094

Type Of Sjbmission: Followup

Report Version: FPSR.FDA.PETF.V.V1

Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)

Reporting Type: Voluntary

Report Submlssmn Date : B6 514:32:32 EDT

lnltlal Report Date 02/25/2019

Parent ICSR: 063133

Follow-up Report to
FDA Request:

Reported Problem:

»»»»»»»»»»»»»»»»»»»»»»»»» Owners elected humane euthanaSIa due to worsening heart failure,

; Samples of heait muscle were submitted to FDA from rDVM.
' Date Problem Started 01/15/2019

Concurrent Medical Yes
PLablem:

Pre Existing Cogitionszf_ B6

Outcometo Date: Died Euthanized

Date of Death i B6

Prod uctjlﬁ)rmation :

liver & turkey liver canned Wellness Hearty Cuts gram-free in gravy chicken and
_turkey recipe ,

Product Type: Pet Food

Lot Number:

Product Use Description: Please see diet history
Infcrmanon : : e . : . L

Manufactu rer
/Distributor In

Purchase Location
Infc@ation:

Animal Information: Name: ) T . e ! ! ) T ! ! ! ! ! ) T

Type Of Breed: Bu lldeg

C(,nc,er [Fermnals

I"crmduhtu e Status: Neutered

We%ght.‘ 16.8 Kilogram

A c.5 Years

=it of Prior Excellent
[1(:.:.|Lﬂ«

l»t.mbw i Animals
Gw:m i'xn I‘rcc:.lct:

L\.&.rn..wror mma!a ~
Reacled;

owner InTormation: Owner Yes

Information
provided:

B6

FOUOQ- For Official Use Onlv 1



Address:! B 6

United St

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information: Contact:

Email: lisa. freeman@tufts. edu

Address: 200 Westboro Rd
North Grafton
- Massachusett

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Contact. Phone:

Email: lisa freeman@fufts.edu

Permission To Contact Yes
Sender:

Preferred Method Of
Contact:

Additional Documents:

Attachment: Follow-up med recorgs p
Med records

Medical Records

Altcelimant: Eollowiin mied (ocoras

: Mad racerds

adical Recaords

FOUO-Fo- Oificial Use Onlv 2
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Report Details - EON-390206 = . o ‘
csp 2068096
Type 0f§bmission: Followup
Report Version: FPSR.FDA PETF.V.V1

Type Of I%pon: Adverse Event (a symptom, reaction or disease associated with the product)

Reporting Type: Voluntary
Report Submlssmn Date 2019-06-11 14:55:22 EDT
lnltlal Report Date 02/25/2019

Parent ICSR: 2083134

Follow-up Report to
FDA Request:

Reported Problem:

¥
Tufts 2/1/19. ARVC/dietinduced DCM W|th ntricular arrhythmla Diet changed
to Royal Canin Early Cardiac and will re-evaluate in 3 months | have diet sample.
"""""""""""""""""""" 3 other dogs in household (1 had normal BNE other 2 not yet evaluated) Patient
DOA when owners arrived home oni_ . SUspected sudden death Heart
. muscle samples were collected by rDVM and submﬂcted to FDA for further
..... evaluation.

Date Problem Started: 02/01/2019

Concurrent Medlcal Yes
l?ﬁb[em:

Pre Existing Coﬁﬁtions:i
Outcome to Date: Died Other
Date of Death:i_

Product Information: Product Name:  Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts grain-
..................... free in gravy chicken and turkey recipe

Product T Type Pet Food

Lot Number:

Product Use Description: Pleasg_se_é diet history for more info (and refer to!  B6 .

Information: __.B8___ =d|et history for more complete info - all dogs eat

Manufacturer
IDistributor Infolfmation:

Purchase Location
Information:

Animal Information: e T P .
Type Of Species:L
Type of Br‘eed" Bulldog
. Gender Male

Reproductlve Status: Neutered
Weight: 22.1 Kilogram

Age: 8 Years

Aéseésmént of Prior Good
Health

Number of Ammals 6
Given the Product;

Number of An imals 4
Reacted

Owner Informatlon Qwher
Information
provided:

Contaet: Name: . Bs M

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-006260



Address: i

Healthcare Professional Practice Name:
Information:

Contact: . Lisa Frgemgn

Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

00 Westhoro Rd
orth Grafton
assachusetts
01536

United States

Sender Information: T ! Lisa Frfeem%an ! ! o ‘...... ! ! ! ! ..ﬁ................ e !

+ 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Contact: phone:

Iisa.ffeemén@tuf‘ts.edu

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Additioral Bocuments:

FOUQ- For Official Use Onlv 2
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From Rotstein, David

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Saraly; Palmer, Lee Anne; Peloguin,-Sarah; Queery, Jackie: L; Rotstein, David
b couple more: related DCM--PFRs-FW: Zignature trout & salmon dry: Lisa Freeman.--EON:390034 + Pure VitaVenison and Red Lentis!
Date: Monday; June 10,2019 12:39:19 -PM:
hments: 067994 report.pdf

1679494 -attachments.zin

PureVita Venison Red Lentils Grain-Free Orv D00 900 furmn B8 mn i EON:390031 050

PureVita Venison Red Lentils Grain-Free Div-Dod Food ._iEON-386301:msa

Zighatire trout sélmon drv tisa Freeman - EON-3707 15

imaget0iipng

David Rotstein; DVM, MPVM; Dipl. ACVP

CYM Vet-LIRN Liarsoh

CYM OSC/DC/CERT

7519 Standish Place

P
B6 i(BB)

ipat U.S. FOOD & DRUG

ADMINISTRATION

n E o

This e-mail message is intended for the exclusive use of the recipient(s):named above. It may contain information that'is protected, privileged

or confidential,.and it should notbe disseminated, distributed, or copied to persons.not authorized to receive such information. If you are not

the intended recipient any dissemination; distrioution; or copying-is strictly prohibited. i you think you received this'e-mail message inerror;

please e=-mail the sender immediately at david rotstein@fda hhs sov.

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.go

Sent: Monday, June 10,2019 11113 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Cleary, Michael * <Michael.Cleary@fda hhs.gov>; HQ Pet Food Report Notification

HQPetFoodReportNotification@fda hhs.govs B6 !

Subject: Zignature trout & salmon dry: Lisa Freeman = EON-390034

APFR Report has been received and Related PFR Event [EON-350034] has been created in the EON System

A'PDF" report by name "2067994-report.pdf" is attached to this email. notification for your reference. Please note that all documents

received in the report are compressed into g zip file by name "2067994-attachments.zip” and is attached to this émail notification:

Below is the suimmary of the réport;

EON Key: EON-390034

ICSR #: 2067994

EON Title: Related PER Evernit created for Zignature trout & salmonidry; 2067994

AE Date 11/07/2018 Nurnber Fed/Expoged |03

Best By Date NumberReacted 2

Animal Species Dog Outcoma to Date

Better/improvad/Recovering

Breed Retriever - Labrador

Age ) Year

District Involved 1 'PFR:New England DO

Prodict information”

Individual CaseSafaty Report Nurnber: 2067354

Product Groupi Pet mocd
o

&
Product Name: Zignature trout & ssimon dry

FEA-CVNI-FCIA-2019-1704-CCE334



Description: Older housemate diagnosed with DCM-and CHE. Screening] B8 Ibecause he has been eating the same diet. Does not have

clearcut DCM on'echo but has reduced cardiac contractility. Taurine pending and owneér has changed diet and started taurine

supplementation

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

Qutcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | ‘Best By Date

Zignature trout & salmon dry

This reportis linked to

Initial EON Event Key: EON=370715

Initial ICSR: 2058683

Sender information

Lisa'Freeman

200 WestboroRd

North Grafton,  MA 01536

USA
Owner.information,
B6 LSA

Toview this Related PFR Event, please click the link below;

https://eon fda.cov/eon//browse/EON-350034

Toviewthe Related PER Event Report, please click the link below:

https://eon fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?

decorator=none&e=0&issueType=10100&issue|d=407306&parentissueTypeld=1

This email and attached document are being provided to you in your capacity as.a Commissioned Official withithe U.S: Department of Health

and Human Services as authorized by lew. You are being provided-with this:information pursuant toyour signed Acce ptance of Commission.

This'email message is intended for the exclusive use of the recipient(s) named-above: It may contain: information that is protected,

privileged; or confidential:: Any-dissemination; distribution; or:copying is strictly prohibited.

The information is provided aspart of the Federal-State Intogration initiative. As a Commissioned Official and state government

official, you are reminded of your obligation to protect non-public information; including trade secret and confidential commercial

information that you receive from the U.S. Food and Drug Administration from further disclosure. The informiation in the report i

intended for situational:awareness and should not be shared or acted upon independently. Any and all actions regarding this

information should be coordinated through your local distriet FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list: If you think you received this

email in error, please send an email to FDAReportableFoodsi@ifda hhs.gov immediately

FEA-CVNI-FCIA-2019-1704-CCE335



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;! B6

Sent: 4/29/2019 8:12:57 PM

Subject: PureVita Venison & Red Lentils Grain-Free Dry Dog FoodBGa-
EON-386301

Attachments: 2066404-report.pdf; 2066404-attachments.zip

A PFR Report has been received and PFR Event [EON-386301] has been created in the EON System.

A "PDF" report by name "2066404-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2066404-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-386301

ICSR #: 2066404

EON Title: PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource
Adult Chicken and Rice formula; 2066404

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed American Pit Bull Terrier

Age BG1Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2066404

Product Group: Pet Food

Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and
Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.
Patient was placed or B6 itaurine. Taurine levels prior to supplementation was WNL.

FEA-C\VNI-FCIA-2C19-1704-CCE336



Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

Sender information

B6

USA

Owner information

B6

{USA

To view this PFR Event, please click the link below:
https://eon.tda.gov/eon//browse/EON-386301

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=403429

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

FEA-C\VNI-FCIA-2C19-1704-CC6337



Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2C19-1704-CCE338



From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: B6 ! Cleary, Michael *; HQ Pet Food Report Notification;
B6 5

Sent: 3/21/2019 4:00:51 PM

Subject: Acana Lamb and Apple singles: Lisa Freeman - EON-382951

Attachments: 2064360-report.pdf; 2064360-attachments.zip

A PFR Report has been received and Related PFR Event [EON-382951] has been created in the EON System.

A "PDF" report by name "2064360-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2064360-attachments.zip"

and 1s attached to this email notification.
Below is the summary of the report:
EON Key: EON-382951

ICSR #: 2064360
EON Title: Related PFR Event created for Acana Lamb and Apple singles; 2064360

AE Date 11/08/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1
Animal Species Dog Outconze to Date Stable
Breed Irish Wolthound

Age 3 Years

District Involved | PFR-New England DO

Troduct informaiion
Individual Case Safety Report Number: Z0643£0

Product Group: Pet Focd

Product Name: Acana Lamb and Apple singles

Deseription: Littermate diagnosed with DCP I In;t‘al taurine 1"VCI M‘“vml onjj) v
Bats BEG diet Mildly

FEA-CVNI-FCIA-2C
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Lamb and Apple singles

This report is linked to:
Initial EON Event Key: EON-372606
Initial ICSR: 2059540

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-382951

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&i1ssueType=10100&
1ssueld=400049&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

FEA-C\VNI-FCIA-2C19-1704-006422
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2019-1704-00€



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David

Sent: 4/11/2019 9:22:54 PM

Subject: forwarding in case this was a case that was being follow-up-FW: Purina One Smart Blend Lamb
and Rice dry: Lisa Freeman - EON-384837

Attachments: 2065714-report.pdf; Purina One Smart Blend Lamb and Rice dry: Lisa Freeman - EON-380707

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

i B6 H

1 U.S. FOOD & DRUG

ADMINIGSTRATICHN

Tl

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Sent: Thursday, April 11, 2019 5:21 PM

To: Carey, Lauren <Lauren Carey@fda.hhs.gov>; Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>; B6 i
Subject: Purina One Smart Blend Lamb and Rice dry: Lisa Freeman - EON-384837

A PFR Report has been received and Related PFR Event [EON-384837] has been created in the EON System.
A "PDF" report by name "2065714-report.pdf' is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-384837

ICSR #: 2065714
EON Title: Related PFR Event created for Purina One Smart Blend Lamb and Rice dry; 2065714

AE Date 08/01/2018 Number Fed/Exposed | S

Best By Date Nunmber Reactsd 1

Animal Species Dog Cutcome to Date Died Cther
Breed Doberman Pinscher

FEA-C\VNI-FCIA-2C19-1704-0CE435



Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2065714

Product Group: Pet Food

Product Name: Purina One Smart Blend Lamb and Rice dry

Description: DCM and CHF diagnosed Aug 2018 We saw 1/11/19 - CHF still not well controlled Eating Purina
Lamb and Rice - unlikely to be associated with DCM but reporting just in case Owner is now changing to
different diet and will recheck in 3 months 2 other dogs eating same diet - we have not screened them yet. BNP

e ————— I ettt prm——

i
b em e i

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Other

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Purina One Smart Blend Lamb and Rice dry

This report is linked to:
Initial EON Event Key: EON-380707
Initial ICSR: 2063114

Sender information

B6

UsA

Owner information

B6

B6 USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-384837

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=10100&
issueld=401965&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

FEA-C\VNI-FCIA-2C19-1704-0CC436



This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2C19-1704-0C6437



ospital for Small Animal

55 Willard Street

3 ‘ Foste

LM

North Grafton, MA 01536

(508):839-5395

Veterinary Medical Center

AT TUFETS UNIVERSITY

All Medical Records

Client: Patient: | _B6
Address: BG Breed: Doberman Species: Canine
DOB: i Bé Sex: Male
{Neutered)

Home Phone

Work Phorie:

B6

Cell Phone:

Referring Information

B6

Client;

B6

Patient:

Initial Complaint

Scanned Record

Initial Complaint:

New -i B6 - CHF

SOAP Text Jan 112019 5:37PM - B6
Initial Com )laint:
Chem 21 4 B 15856
SOAP Text Jan 18 2019 3:04PM B6 i
Disposition/Recommendations
Saia 17

FEA-CYNI-FC
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Client:
Patient:

B6

Page 2/3

FEA-CNVNI-FC



b B0

55 Willard Street

Eu ) I” o Foster Hospital for Small Animals

North Grafton; MA 01536

Veterinary Medical Cent

Bf (508) 839-5395
AT TUFTS UNIVERSITY
Client: ! B6 Patient: B6 !
Veterinarian: Spectes:  |Canine
PatientID: : B6 | Breed:  |Doberman
Visit 1D Sex: Male (Neutered)
Lab Results Report =z B6 Yours OI

Referene Rure

3/3 B6
strir;és ‘ Printed Sunday, February 24, 2019
Vitals Results
171172019 4:07:45 PM Weight (kg)
1/11/2019 4:43:.10 PM Nursing note
1/18/2019 3:12:02 PM Weight (kg)

FEA-CVNI-FCIA-2C19-1°



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification

2/26/2019 12:21:16 AM

B6

Wellness Complete Health Fish and Sweet Potato dry: Lisa Freeman -

EON-380848

2063189-report.pdf; 2063189-attachments.zip

A PFR Report has been received and PFR Event [EON-380848] has been created in the EON System.

A "PDF" report by name "2063189-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063189-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380848

ICSR #: 2063189

EON Title: PFR Event created for Wellness Complete Health Fish and Sweet Potato dry; 2063189

AE Date 02/22/2019 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer)
Age B6 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063189
Product Group: Pet Food
Product Name: Wellness Complete Health Fish and Sweet Potato dry
Description: Arrhythmia dx at RDVM July 2018 (had been "wheezing") Started wheezing again 1 week before
admission. Diagnosed with DCM, CHF, and ventricular tachycardia 2/22/19 Was fed Wellness diet until 6/2018
then changed to Royal Canin Boxer (current diet). Taurine and troponin pending. Owner has another Boxer
eating same diets - has not been screened Enrolled in DCM study. Changing to different diet (although Boxer diet
is probably fine) and will recheck in 7 days and 3 months.

FEA-CNVNI-FC
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Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Wellness Complete Health Fish and Sweet Potato dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-380848

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EvertCustomDetailsAction!viewReport.jspa?decorator=none&e=0&i1ssueType=12&
1ssueld=397857

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think

-1704-0CE463
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FEA-C\VNI-FCIA-2C19-1704-0CC464



From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L

CcC: Ceric, Olgica; Nemser, Sarah

Sent: 1/4/2018 7:39:28 PM

Subject: Re: dog food concern

The myocardium is fromi B6 i Maybe we will wait to see what the blood levels show.
Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer. Jones@tda.hhs gov> wrote:

B6

Efood after the results are

back.

The frozen myocardium, is it from thei__ ________ B6  icase?
Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421

i LS, FOOD & DRUG

ATYBEN LS AT W

From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Wednesday, January 03, 2018 3:10 PM
To: Jones, Jennifer L <Jennifer. Jonesi@fda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Ceric/afda hhs.gov>: Nemser, Sarah <Sarah Nemser/« fda.hhs.gov>

Subject: Re: dog food concern

Hi Jennifer,

Thank you! We have not tested fori B5__iin any of the dogs. We have stored blood samples from several

dogs and have an inpatient right now that we can submit blood from

B4

-uns this). We will

probably start with looking at blood samples from 2 dogs as a screening. We also have frozen myocardium from

one dog - do you think this should also be evaluated?

FDA-CVM-FOIA-2019-1704-006631



Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer. Jones(@@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank you for the additional information. I discussed the information you provided below and from the

previous case € B6 ! Miniature Schnauzers-800.218) with my colleagues.

Thank yvou kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421

m;ﬁm U.S. FOOD & DRUG ,W;}&
ADBAERISERATION i T

From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer Joneswfda.hhs gov>
Subject: dog food concern

Hi Dr. Jones,

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate
dogs that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were
not able to identify a cause of the DCM, dietary or infectious or toxic.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs

FDA-CVM-FOIA-2019-1704-006632



have been tested for taurine and carnitine deficiency and have been within the reference range. About half of

them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were

diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily

related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |

would be all ears!

Thank you!

Darcy

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

Darcy B. Adin, DVM, DACVIM (Cardiology)

Clinical Assistant Professor of Cardiology

FDA-CVM-FOIA-2019-1704-006633



North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

FDA-CVM-FOIA-2019-1704-006634



Report Details - EON-371239

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2058043

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-11-16 10:04:13 EST

Yes

Problem Description:

see |f he also has DCM-

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date;

Product Name:

echocardiogram on 1 11077307 8 His taurine levels were tested by Unwersﬁy of
California-Davis and results will be attached to this report.

11/07/2018

No

Stable

Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog

 Eood

Product Type:

Lot Number:
Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened
Product;

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

Pet Food

BAG

27 Pound

09/29/2015

1

No

No

After purchasing, the bag was opened and poured into an airtight plastic container.

Description:

First Exposure
Date:

09/30/201 5

Last Exposure 10/01/2018

Date:

Time Interval 39 Months
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Definitely related

Other Foods or Yes
Products Given

to the Animal

FDA-CVM-FOIA-2019-1704-007060



During This Time

Period:
Manufacturer
[Distributor Information:
Purchase Location Name: L B6
Information: Addiees | 6
United States ™
Animal Information: Name: . B6 !

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered

Weight: 57 Pound

Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional  practice Name:  Cummings School of Veterinary Medicine at Tufts University

Infofmatlon : Contact: Name: g .............. _B_G_ _____________ ;

Phone: (508) 887-4696

Email: Liasons@tufts.edu

Address: 200 Westboro Rd.
N. Grafton
Massachusetts
01536
United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 11/07/2018

Permissionto Yes
Release Records
to FDA:

Practice Name: |

Contact: Name:

Phone:!

EmaiI:E B6

Address:§ B 6

i

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 10/18/2018

Permissionto Yes
Release Records
to FDA:

Sender Information: Name: ! B6

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-007061



Address: |

B6

"United States

Description: Tufts medical records and taurine test results
Type: Medical Records

Contact: Phone: B6
Email: | B6
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
Attachment: B6 pdf

FOUO- For Official Use Only 3

FDA-CVM-FOIA-2019-1704-007062



From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;@ B6
Sent: 1/15/2019 8:56:35 PM

Subject: Zignature - various flavors (venison: Lisa Freeman - EON-376446
Attachments: 2061214-report.pdf; 2061214-attachments.zip

A PFR Report has been received and PFR Event [EON-376440] has been created in the EON System.

A "PDF" report by name "2061214-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2061214-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-376446

ICSR #: 2061214

EON Title: PFR Event created for Zignature - various flavors (venison goat kangaroo lamb turkey pork);
2061214

AE Date 01/09/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Boxer (German Boxer)

Age B6iYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2061214

Product Group: Pet Food

Product Name: Zignature - various flavors (venison, goat, kangaroo, lamb, turkey, pork)

Description: 2 syncopal episodes in summer got echo in October 2018 and arrhythmia identified Feeding BEG
diets all of her life (Zignature) DCM and VPCs identified 1/9/19 Owner changing to Purina EN Fiber and we will
recheck in 3 months BNP elevated, troponin and taurine pending

Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)

FDA-CVM-FOIA-2019-1704-007124



Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name D Date

Zignature - various flavors (venison, goat, kangaroo, lamb, turkey,
pork)

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-376446

USA

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=393455

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

FDA-CVM-FOIA-2019-1704-007125



Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.

FDA-CVM-FOIA-2019-1704-007126



Report Details - EON-376446

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2061214

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom, reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-01-15 15:49:52 EST

Reported Problem:

Product Information:

Animal Information:

2 syncopal episodes in summer got echo in October 2018 and arthythmia , ,
identified Feeding BEG diets all of her life (Zignature) DCM and VPCs identified 1
. /9/19 Owner changing to Purina EN Fiber and we will recheck in 3 months BNP
... elevated troponin and taurine pending
Date Problem Started: 01/09/2019

Problem Description:

Concurrent Medical Yes
Problem:

Pre Existing Conditions: ! B6 successfully treated

Outcome to Date: Stable

Product Name: _ Zignature - various flavors (venison, goat, kangaroo, lamb, turkey, pork)

Product Type: Pet Food

Lot Number:

Product Use Déscriptidn: . Rotated prbteiﬁs/ﬂévoré of Zignéturé for pasf 8.9 yeérs ‘

Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Namee = . B6 !
Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Neutered

Weight: 21 Kilogram

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information: Owner Yes

Information
provided:

Contact: Name:

Address:

o)

“United §tates

Healthcare Professional practice Name:
Information:

 1ufts Cummings School of Veterinary Medicine
Contact: Name: Lisa Freeman

Phone: (508) 887-4523

FOUO- For Official Use Only 1
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Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 \Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: rpt_medicaI_record_previewémé_ém;.pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-377321

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2061666

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2019-01-23 18:29:48 EST

Yes

. Began feeding Wellness CORE Ocean Dry Kibble Feb 2015 as main source of
nutrition, fed 1 cup 2x per day. Submitted Whole Blood sample to LIC Davis

Problem Description:

 Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is
BEL OW the 250 minimum range for a Golden Retriever Dog. Per Dr. Stemn's
order continue feedling this food and supplement each daily meal with taurine rich
 foods for 3 months then Relest Supplemented kibble with 1/2cup pan fried
Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months.
Relested Whoie Blood Taltine Level October 24, 2018 sent to UC Davis Amind

........

Acid Lab 10/24/2018 | ab Result Whole Blood Taurine Resiiltsi B6 ! Improvement

..... [t

Retriever Dogs.
Date Problem Started: 02/15/2015
Date of Recovery: 10/24/2018
QOutcome to Date: Better/Improved/Recovering

Product Name: @ \Wellness Core Ocean Grain Free Protein-Rich Nufrition
Product Type: Pet Food

Lot Number: | ot Number: 1228422
Expiration Date: 10/24/2019
UPC: 076344884132
Package Type: BAG
Package Size: 12 Pound

Purchase Date: 01/04/2019
Number Purchased:; 1
No

Possess Unopened
Product:

Possess Opened
Product;

Storage Conditions: Bag has a ziplock freshness seal which was opened and resealed after each use.

Yes

Product Use Description: Fed 1 cup kibble soaked in warm water 2x per day to
Information: i B6 |

01/04/2019

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

3 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:

Product Use No

Started Again:
Perceived

Definitely related

FOUO- For Official Use Only 1
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Type Of Species: Dog

Relatedness to
Adverse Event:
Other Foods or Yes

Products Given

to the Animal

During This Time

Period:
Manufacturer
IDistributor Information:

Purchase L ocation Name: Petco
Information: Address: | 6
United States
Animal Information: Name: " B6 |

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered

Weight: 73 Pound

Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 2

Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional

| Practice Name:
Information:

Contact:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

B6

Address:

Name:

W

. United States

Primary/regular veterinarian

06/26/2018
Yes

Sender Information: Name:

Address:

B6

United States

Contact: phone:

. B6

Email: i
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2
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Preferred Method Of

Reported to Other

Additional Documents:
Attachment:
Description

Type
Attachment:

Description

Type
Attachment:

Description

Type

Sender:

Email

Contact:

Other

Parties: Store/Place of Purchase

: Taurine Retest Lab Report after 3 months of adding Taurine Rich Foods to
existing kibble which was causing the problem.

: Laboratory Report

: First Taurine Results, Per Dr. Stern: "Those taurine levels are ok. | would prefer
to see over 250. My recommendation would be either diet change and retest
after 3 months or add in taurine rich ingredients and retest in 3 months. "

: Laboratory Report

DrStern Lab Taurine RecommendationsAug2018. pdf

: Aug 2018 Letter from Dr. Joshua Stern DVM Cardiologist explaining the Taurine
Deficeincy results specifically to Golden Retriever owners with the correct range

that Golden Retriever dogs are to be in.
. Letter

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

_Carey, Lauren; Cleary, Mich

B6

6/11/2019 6:40:49 PM

ael *; HQ Pet Food Report Notification;

Wellness Core grain-free ocean fish dry-Wellness core grain free turkey: Lisa

Freeman - EON-390201

2068094-report.pdf; 2068094-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390201] has been created in the EON System.

A "PDF" report by name "2068094-report.pdf” is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2068094-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390201
ICSR #: 2068094

1

EON Title: Related PFR Event created for Wellness Core grain-free ocean fish dry Wellness core grain free
turkey chicken liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe;

2068094
AE Date 01/15/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Died Euthanized
Breed Bulldog
Age BGmYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068094

Product Group: Pet Food

Product Name: Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken liver & turkey
liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe
Description: DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so far, 4 have been

FDA-CVM-FOIA-2019-1704-007146



diagnosed with DCM/ARVC. One other had a normal NT-proBNP and 2 others will be tested Diet has been
changed to Royal Canin Early Cardiac and we will recheck in 3 months. I have sample of dry and canned food

T |

Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 4

Lot Number | Best By

Product Name or ID Date

Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
turkey recipe

This report is linked to:
Initial EON Event Key: EON-380742
Initial ICSR: 2063133

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-390201

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none&e=0&issueType=10100&
1ssueld=407473&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
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that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390201

ICSR: 2068094

Type Of Submission: Followup

Report Version: FPSR.FDA.PETF.V.V1

Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary

Report Submission Date: 2019-06-11 14:32:32 EDT

Initial Report Date: 02/25/2019

Parent ICSR: 2063133

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so

far 4 have been diagnosed with DCMIARVC One other had a normal NT—

: B6 { Owners elected humane euthanama due to worsening heart faillure.

; Samples of heart muscle were submitted to FDA from rhVM.
 Date Problem Started: 01/15/2019

Concurrent Medical Yes
Problem:

.......

Pre Existing Conditions:! B6 ;

Outcome to Date' Died Euthanized
Date of Death - B6 i

Product Information: Product Name Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts gram-free in gravy chicken and
turkey recipe o o

Product Type: Pet Food
Lot Number:

Product Use Description: Please see diet history
Information: " L TERE R e

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Animal Information: Name: 'i B6

Type Of Species: Dog
Type Of Breed: Bulldog
Gender: Female
Reproductive Status: Neutered
Weight: __1___9__8 Kilogram
Age:i iBGiYears

Assessment of Prior Excellent
Health;

Number of Animals 6
Given the Product;

Number of Animals 4

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: : B6 .
Phone: . B6
Email: | B6 :

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Practice Name:
Contact:

B6

United States

Tufts Cummings School of Veterinary Medicine

Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

Follow-up med records pt 2.pdf
Med records
Medical Records

Follow-up med records pt 1.pdf
Med records

Medical Records

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification; i

2/27/2019 7:00:50 PM

B6

CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY
DOG FOOD: Lisa Freeman - EON-381040

2063286-report.pdf; 2063286-attachments.zip

A PFR Report has been received and PFR Event [EON-381040] has been created in the EON System.

A "PDF" report by name "2063286-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063286-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-38
ICSR #: 2063286

1040

EON Title: PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA
DRY DOG FOOD; 2063286

AE Date 02/25/2019 Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher
Age B6 E’Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063286

Product Group: Pe

t Food

Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD
Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened.

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-381040

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=398049

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: B6 L1Q Pet Food Report Notification! B6
Sent: 1/15/2019 9:05:17 PM

Subject: 4Health whitefish and potato dry: Lisa Freeman - EON-376448
Attachments: 2061217-report.pdf; 2061217-attachments.zip

A PFR Report has been received and PFR Event [EON-376448] has been created in the EON System.

A "PDF" report by name "2061217-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2061217-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-376448

ICSR #: 2061217

EON Title: PFR Event created for 4Health whitefish and potato dry, 4Health salmon and potato adult dog food;
2061217

AE Date 01/03/2019 Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Pit Bull

Age 7.5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2061217

Product Group: Pet Food

Product Name: 4Health whitefish and potato dry, 4Health salmon and potato adult dog food

Description: Eating BEG diet Syncopal episodes - identified arrhythmia recently Owner changing diet and will

diet - they have not been screened yet
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

4Health salmon and potato adult dog food

4Health whitefish and potato dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-376448

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=393457

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think

FDA-CVM-FOIA-2019-1704-007366


https://eon.fda.gov/eon//EventCustomDetailsAction
https://eon.fda.gov/eon//browse/EON-3

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Foster Hospital for Small Animals

55 Willard Street
North Grafton, MA 01536
(508) 839-5395

ANl Records s

Client: Patienté B6

Address: Breed: IP1tBull Species: Canine
DOB: | B6 | Sex:  Male

(Neutered)

Referring Information

B6

Client: B 6
Patient:

Initial Complaint:

Scanned Record

Initial Complaint:
Cardiology New - will be here at 1:30 PM

SOAP Text Jan 32019 1:03PM B6

Disposition/Recommendations

Page 1/53
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Client:
Patient:

B6

Page

2/53
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Client: B 6
Patient

Foster Hospital for Small Animals

B e
IJI.I IT' ”] | H g}_’i 55 Willard Street

.I ; R, North Grafton, MA 01536
LS o kol Vai
'IJEIE‘.Iﬁi]H' =|‘E£1|LLE-| '.EELI' (508) 839-5395
AT TUNRE BNl EETY
Client: Patient: BG
Veterinarias Species:  |Canine
Patient I[D: Breed: Pit Bull
Visit ID: Sex: Male (Neutered)
Age: B6 rcars Old
Lab Results Report 2
Accession 1D:
| Test IResults IReference Range IUnitS

- 3/53 B6

Printed Tuesday, January 15, 2019

Page 3/53
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Client: B 6

Patienti i
B6 History 9/2018-12/29/18
INVOICE
ca B6
Uule Pat oty Ml ropees Fragsp Cimddmi] Rl Poes

Page 4/53
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Client: B 6

Patient:

B6 History 9/2018-12/29/18
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Client': B 6
Patieﬂf

B6 History 9/2018-12/29/18

Page 6/53
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Client:i B 6
Patienti

B6 History 9/2018-12/29/18

INVOICE

Page 7/53
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Client: B 6

Patient:

B6 History 9/2018-12/29/18

Fatusent Srpi

Page 8&/53
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Client:
Patient: B 6

B6 H History 9/2018-12/29/18

Page 9/53
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Client: B 6

Patient

B6 Med 3/17/18 3 year Rabies Cert

,Page 10/53
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Client:
Patient

B6

diet history 1/3/19

CARDOLDEY ENET siSTORY FODaM

B6

Y=l 1|

| ey prrwrer o dn e rom o sRa Sr e _mba o,

B6

il [T
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Client:
Patient

B6

diet history 1/3/19

Page

12/53
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Client:
Patient:

B6

B6

10spital records

Page

13/53
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Client:
Patient::

B6

B6

lospital records

Page

14/53
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Client:
Patient:

B6

B6

t hospital records

Page

15/53
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Client:
Patient:

B6

B6

Jospital records

Page

16/33
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Client:
Patient:

B6

B6

{ hospital records

Page

17/53
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Client:
Patienti

B6

B6

hospital records

Page

18/53
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Client: B 6

Patient:
. B 6 hospital records
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Client:
Patient:

B6

B6

hospital records
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Client:
Patient;

B6

B6

hospital records
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Client:
Patient:

B6

B6

hospital records
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B6 Ehospital records

Page  23/5
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Client: B 6

Patient

B6 hospital records
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Client;
Patient:

B6

B6

hospital records

Pape

25/

i

)
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Client: B 6

Patient:i

B 6 t hospital records
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Client:
Patient

B6

B6

hospital records
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Client:
Patient

B6

B6

hospital records

Pape

28/33
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Client:
Patient

B6

B6

hospital records
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Client:
Paltei::rtlt: B 6

IDEXX BNP - 1/3/2019
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Client: B
Patient 6

CBC/CHEM - 1/3/2019

Vafts Cummings B bl T Y efvrinary Modiciae
W o Raiad
= %d e =% Crpfm =15 00

ot A
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Client:i B 6
Patienl‘;

CBC/CHEM - 1/3/2019

e R |

Vafts Cummings B bl T Y efvrinary Modiciae
2 W o Rauld
=8 Crplfom [HlE TT

Famgia T TEF[EIELIR

el DR T T
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Client:
Patient:

B6

Diet history 1/3/19

CARSHOLOEY BHET Wi ol FORE
Phimsy snvemr B lewng curSsng misef e |

B6

i
Nl

B6
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Client:
Patient:

B6

Diet history 1/3/19
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Client: B 6

Patient:i

Lab Results IDEXX Leptospirosis Panel (MAT) 1/4/19

Page 35/53

FDA-CVM-FOIA-2019-1704-007404



Client: B 6

Patient:

B6 hospital UA results- 1/7/19
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Client: B 6

Patient:

Page 37/53
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Client: B 6

IDEXX Chemistry 1/8/19

e e

B6

L e
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Client; B 6
Patient

IDEXX Chemistry 1/8/19
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Client:
Patient:

B6

Taurine Panel send out 1/3/2019
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Client: B 6

Patient:

Vitals Results

1/3/2019 1:44:42 PM
1/3/2019 1:44:49 PM

Patient History

Weight (kg)
Heart Rate (/min)

33.4000
110.0000

01/02/2019 12:50 PM

01/03/201901:06 PM
01/03/201901:16 PM
01/03/201901:44 PM
01/03/201901:44 PM
01/03/2019 03:07 PM

01/03/2019 03:09 PM
01/03/2019 03:10 PM

01/03/201903:25 PM
01/03/2019 03:25 PM
01/03/2019 03:33 PM
01/03/2019 03:33 PM
01/03/2019 03:38 PM
01/03/2019 03:47 PM
01/03/2019 04.08 PM

01/04/2019 06:18 PM

Appointment

UserForm
Treatment
Vitals

Vitals

Deleted Reason

Purchase
UserForm

Purchase
Purchase
Prescription
Prescription
Prescription
Purchase
Appointment

Purchase

Page
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Lummings S

Veterinary Medical Center pe T
AT TUFTE UNIVERSITY gy e st b
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Client: B 6

Patient:
Alivecor ECG
Patient: . _B _6_ ........... ; o -
Breed/Species  American Pit Bull Terrer / Dog AliveCor
Recorded: Sunday, February 10, 2% at 10:01:13 PM
Heart Rate: 158 bpm Duration: 165
(o Copyright 2212 Alvelor Inc AlveECE Vet vZ 1.4.97, Report w2 D0, ULTE: 14201 BBG-2800-4 1A BORE S CRG-4 TR0 Fage 1211
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FDA-CVM-FOIA-2019-1704-007479



Client:
Palt?:nt: B 6

Bloodwork fron B 6

Client: (51432} - Gender: B6 i
Patient Nam¢ | B 6 ______ Weight: HUMANE SOCIETY :
Species: Canine Age:
Breed: Doctor: B 6 B 6
Test Results Reference Interval HIGH
Catalyst One (February 28, 2019 6:03 PM) ;{ig’;iﬂ

GLU
CREA
BUN
BUN/CREA
PHOS
CA
iz
ALB
GLOB
ALB/GLOB
ALT
ALKP
GGT
TBIL
CHOL
AMYL
LIPA

74-143
05-1.8
7-27

25-68
7.9-12.0
52-82
23-40
25-45

10-125
23-212
0-11
0.0-08
110 - 320
500 - 1500
200 - 1800

HIGH
HIGH

HIGH

HIGH

Page 53/95
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Client:
Patient:

B6

Vitals Results

1/3/2019 1:44:42 PM
1/3/2019 1:44:49 PM

Weight (kg)
Heart Rate (/min)

Page 54/95
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Client: B 6
Patient

ECG from cardio

B6

1/3/2019 3:28:10 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead; Standard Placement

Page 55/95
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Client B 6

Patien

ECG from cardio

B6

1/3/2019 3:28:10 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 56/95
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Client:i B 6
Patienti

ECG from cardio

B6

1/3/2019% 3:28:46 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

A2 lead: _Atandard _Blacemeot

Page 57/95
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Client:
Paltei::rtlt: B 6

ECG from cardio

B6

1/3/2019% 3:29:45 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 58/95
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Client: B 6

Patient:

ECG from cardio

B6

1/3/2019 3:30:38 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 59/95
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Client: B 6
Patient

ECG from cardio

B6

1/3/2019 3:30:38 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 60/95
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Client:
Patient B 6
B 6 9/20/18

Radiograp

Page 61/95
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Client: i
Patient: .

Urine strip

Page 62/95
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Client:
Palt?:nt: B 6

Urine strip

. St

Page 63/95
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Client: B 6

Alivecor from cardio

Patient: t__Be__Fyrs) i .

Breed/Species Arnerican Pit Bul Terrer / Dog AliveCor

Recorded: Monday, January 7, 2019 at 11:20:27 PM

Heart Rate: 140 bpm Duration: 34 s

T ARTRTIC SN WECCI TS ANVECLOTELY T T, TR TV WUTO DRSO IOTT =D LR T T =0T DORIT T OO FageiaT S
Page 64/95
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Client:
Patient:

B6

Alivecor from cardio

B6

Patient: i .
Breed/Species  AFRETEER EIT BN Terier / Dog AliveCor
Recorded: Monday, January 7, 2019 at 11:20:27 PM

Heart Rate: 140 bpm Duration: 34 s

{d Copyright 2012 AliveCor Inc, AlveBECG Vet vZ 1417, Report vZI0, UUID: DAEDOOES-B7AC-4COE EH F-COFVESAIFTRD Page Zof2

Page 65/95
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Client; B 6
Patient

Alivecor ECG
Patient: E::::.::B;s:,:,:,::' i .
Breed/Species  American Pit Bull Terrer / Dog AliveCor
Recorded: Tuesday, January 29, 2019 at 9:23.52 PM
Heart Rate: 126 bpm Duration: 1 min 325
(& Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Reportv2.0.0, UUID: 5300FA26-7DEE-4AF 1-8012-37 14B40C8F 40 Page1of3

Page 66/95
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Client:
Palt?:nt B 6

Alivecor ECG
Patient; . . -
Breed/Species American Pit Bull Terrer / Dog AliveCor
Recorded: Tuesday, January 29, 2019 at 9:23.52 PM
Heart Rate: 126 bpm Duration: 1 min 325
{d Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Reportv20.0, UUID: 5300FA28-7DBE-4AF 1-B012-37 14B40C6F40 Page 2of3

Page 67/95
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Client:
Paltei::rtlt: B 6

Alivecor ECG
Patient: EM"M"EE ____________ E . "
Breed/Species AREFEaR P BLT Terrer / Dog NliveCor
Recorded: Tuesday, January 29, 2019 at 9:23.52 PM
Heart Rate: 126 bpm Duration: 1 min 325
{d Copyright 2012 AliveCor Inc, AlveECG Vetv2 1.4.17, ReportvZ 0.0, UUID: 5300FA26-7DEE-4AF 1-8012-37 14540C8F 4T Page 3of3

Page 6%/95
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Client: B 6

Patienti _ “77 7
Alivecor ECG
Patient . _B6 . i
Breed/Species  American Bit Bull Terrer / Dog AliveCor
Recorded: Saturday, March 2, 2019 at 5:44:52 PM
Heart Rate: 93 bpm Duration: 1 min

{& Copyright 2012, AliveCor Inc, AliveECG Vet v2 1.4.17, Report v2.00, UUID: 3FECDBSD- EE3D-48E2-B552-1138CB501 703 Page 1of2

Page 69/95
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Client:
Paltei:er:lnt:E B6

Alivecor ECG
Patient im -1
atient: [ AR i .
Breed/Species  American Pit Bull Terrer / Dog AliveCor
Recorded: Saturday, March 2, 2019 at 5:44:52 PM
Heart Rate: 93 bpm Duration: 1 min
{d Copyright 2512 AlveCor inc, AveECG Vel vE 7377, Repart vE0 0, UUTD: 3rEDDEST EEI 04855 553 T38C A5G 703 Page 2 af2

Page 70/95
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Client: B6
Patient: |

Alivecor ECG from cardio

Patient: | B6 ; i .
Breed/Species  American Bit Bull Terrer / Dog AliveCor
Recorded: Friday, March 22, 2019 at 8:37.00 AM
Heart Rate: 95 bpm Duration: 1min3&8s
(G Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Reportv2.0.0, UUID: TEF48311-A0B0-47E4 A2 1-518ECBFOECEE Page 1cof4

Page 71/95
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Client:
Patient:

B6

Alivecor ECG from cardio

paent: BB | ; :
Breed/Species  Arnarican Bit Bl Tarmer / Dog AliveCor
Recorded: Friday, March 22, 2019 at 8:37.00 AM
Heart Rate: 95 bpm Duration: 1min3&8s

{& Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v2.0.0, UUID: TEF48311-ADB0-47E4-A2 -5 1BECEBFIECEE Page 2 of4

Page 72/95
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Client; B 6
Patient:

Alivecor ECG from cardio

Patient: 'L _. . "

Breed/Species  American Pit Bul Terrier / Dog AliveCor

Recorded: Friday, March 22, 2019 at 8:37.00 AM

Heart Rate: 95 bpm Duration: 1min3&8s

{d Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v20.0, UUID: TEF482311-A0B0-42E4-A02 1-5186CBFIECEE Page 3of4
Page 73/95
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Client; B 6
Patient:

Alivecor ECG from cardio

N - L ; :
Breed/Species  Amercan Bt Bl Terer / Dog AliveCor
Recorded: Friday, March 22, 2019 at 8:37.00 AM
Heart Rate: 95 bpm Duration: 1min3&8s
{& Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v2.0.0, UUID: TEF48311-ADB0-42E4-A2 -5 1BECBFIECEE Fage 4of4
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Client: B 6

Patient:

Patient History

01/02/2019 12:50 PM

01/03/201901:06 PM
01/03/201901:16 PM
01/03/201901:44 PM
01/03/201901:44 PM
01/03/2019 03:07 PM

01/03/2019 03:09 PM
01/03/2019 03:10 PM

01/03/2019 03:25 PM
01/03/2019 03:25 PM
01/03/2019 03:33 PM
01/03/201903:33 PM
01/03/2019 03:38 PM
01/03/2019 03:47 PM
01/03/2019 04.08 PM

01/04/2019 06:18 PM
01/17/201911:15 AM

Appointment

Deleted Reason

Appointment

Appointment

B6

Patient Account History  Description

Qty

price

Extended Disc Pmt

Page 75/95
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Client; B 6
Patient:

Patient Account History  Description Qty price Extended Disc Pmt
Thursday, 03 January ~ Appointment: Cardiology Study
2019 15:09 B 6

Page 76/95
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Client:
Patient

B6

Patient Account History  Description

Qty

price

Extended Disc Pmt

Thursday, 03 Januaryi

2019 15:33

B6

Page 77/95
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Client: ]
Patient: ] BG

Patient Account History  Description Qty price Extended Disc Pmt
Thursday, 03 January
2019 15:33 B 6

Page 7R/95
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Client: B 6

Patient:

Patient Account History  Description

Qty

price Extended Disc Pmt

Thursday, 03 January
2019 15:38

B6

Page 79/95
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Client; B 6
Patient:

Patient Account History  Description Qty price Extended Disc Pmt
Thursday, 03 January ~ Pharmacy Finished 1.000 0.000 0.0000  0.0000  0.0000
2019 15:46

Page 80/95
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Client B 6

Patien|

Patient Account History  Description

Qty

price

Extended Disc Pmt

Friday, 04 January
2019 18:18

B6

Page 81/95
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Cummings Fester Hespital for Small Amimals
Veterimary Medical Center

Patient Repart Card F- BG6 iznes
Weight A ;
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Cummings Fester Hespital for Small Amimals
Veterimary Medical Center

FHEA Sl nlw
- re— . hiip:Sreimel iulixelu/
BG Pafient Repart Card Fare.  B6 1312019
L.-Wiﬁ.f—“ .....
(k)
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Cummings T~

\leterinary Medical Center b e

, . htp: ffvetmed tuktseduf
AT TUFTS UNIVERSITY /

Discharge Instructions

Name B Mame: Patient - 436257

Speces:Canine Addre: B6

Brinde/Blue Male {Meutered) Pit Bull

] John E. Rush DVM, M5, DACYM {Cardiology}, DACVECC

Appoiiment Datez 1/3/2019

Diagnoses: Dilated candiomyopathy {DCM]
Veniricular s hythmias {ven irimla tachycardia, ventriular bigeminy)

Case SANTEN Ny
'Illilt you for hﬁlp‘g'_'_'ﬁé ''''' mTuﬂs Canliclogy Service for Eﬁimtlnn dhls collapsing episodes and ashythmia that was

cardiomyopathy {DCM] This disease & mnmnlll:lg! and pbnt breed dops and is characterized by thinning of the
walks of the heart, reduced cardiac pump function, and enkrpement of the upper chambers of the heart. Many dogs with
DCM will alse hamsgiicmt a’rhyﬂmns Hllt:ht:m heﬂ‘ﬂimh!-gaﬂdm mmnﬂ:ﬂm

[

Diagnostic test results and findings-
o Echocardiogram findings: The walls of the chambers of his heart are thinner than nommal and he has redoced
coniractie hmction. The left veninide and left atrim are dialed
o ECG findings- The ECG showed armhythmias that are ventricular in onigin
o l1abwork findings- We will cll you when we have the results of his bloodwork. Most of it should come back
tomormow, but some of it will ke aweek or so to retum.

Maonit aring at hame-
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o We would ke you to monitor your dog's breathing rate aml effort at home, ideally during sleep or at a time of rest.
The doses of drugs will be adpssied based on the breathing rate and effort

O Inpgeneral, most dogs with heart failere that is well coniralled hawve a breathing rate at rest of lessthan 35 8o
40 breaths per minule. In addiion, the breathing effort, noted by the amount of belly wall motion used for eadh
breath, is fairly minimal if heart fadhre s mnimoled. ¥ you notice that his respiratony rate is elevated, we
recommend that you bring him o your referring veterinarian for dhest x-rays so that we can see ifhis heart disease
has progressed

O There are mstructions for monitoring breathing, and aform o help keep tradk of breathing rate and drug doses, on
the Tulfts HeartSmart web ste (hitpz/fvet. fs aduw/heartsmartfat-home-monitering/L

O We also want you to watch for weakness or collapse, a reducion i appetite, worsening cough, or distention of the
belly as these findings ndicate that we should de arechedt examination

Recommended Medications:

. Fxmise Recommendaiinos:
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DryFood Options:

Royal Canin Early Cardiac {veterinary diet]

Royal Canin Boxer

Purina Pro Man Adult Weight Management {may be more cost-effident)

Canned Food Opiions:

Hill"s Scence Diet Adult Beef aml Barley Entree

Hill"s Scence Diet Aduli 1-6 Healthy Cuisine Roasted Chideen, Carmot, and Spinadh Stew
Royal Canin Mahwe 24

mﬂtmfmmﬁg BG n mlliﬁ:dﬂlld’f WEmddiemseemﬁmrmﬁlghmdtm weeks once he

B6 i'; scheduled for an appointment on Aprl 4th, 2019 at 400 PM. We will perform an edho, ECG and Bloodwork at
K e

i you would ke to have your other dogs whoe have been eating the same diet m _____ B6 iscreened as part of the study,
please call or email o set up an appontment in the near fulure

Thank you for entrusting us with B6 care! it was apleasure to meet you all teday and he was a very good boy. Please
contact our Cardiolopy Eakon at (508887 -4696 or email us at candioveli@tulis ~dufor scheduling and nen-emergent
queshions or mnoems

Mease visit cur HeartSmart website for more mformation
htipffvet tufts edufheartemartf

Prescoplioo el Deckosoer-
For the sofely ondwel-benrg of our patients, your pel mest heve od on oomination by one of our vele rimavions within the post
yeorin order o obloin preserplon medcolions.

Ondering Food:

Pleose check with yowr primory ve le rimarion 1o purchose the recommended dielfs). I yvour wish to myehos e your feod fromes,
Peose coll 7-10 doys i odvonee (S08-B87-46.29) In ensere the food & i sock Allermolvely, vele oy dicls con be ordered from
online relade s wilh o presoriplion/ve le rinory approne]

Clioicol Trinks:
Chinical trioks ore shudies i which our velerimory dodors work with you ond your petl io investigole o spedfic dseose proces org
premsing new et ortreotment. Pleose see our welsite: wel hufls coiyfmencfolinien] shelies
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Lummings T

\eterinary Medical Center P st

AT TUFTS UNIVERSITY a .

Alive confKordin Homdinast

If you have an iPhone or Android, you may want to explore the option of purchasing an AliveCorfKandia
ECG monttor which will allow you 1o record and emaill your pet’s heart rate and rhythm at home

The device {Kardia} can be purchased at www.alivecor.com or www.amazoncome The app for your
phone is free

IF you have an iPfhone-
O Seardch for "Veterinary AliveF 05" app in the Apple Store
O You will need to signup for an acocount
O Make qreto have your pet's name n the miormation so we know whom it is from

o Ifthe app asks for permission to access headphone portfspeaker portal, soy 0K /allow”

IF you have an Ansdnoid:

Seardch for "Kardiia™ app in the Google Playstore

You will need to sign-up for an acoount.

Make qure to have your pet's name n the mormation so we know whom it isfrom

If the: app aks for permission to access headphone port/speaker portal, soy "OK/allow”
Once down loaded, it will require you to send a "test ECG™ for activation of the app. Just place
your fingers on the sliiver sensors and let it record

If the test B0G s unable to record, try apan, with less movement. T it still fails, then your
phone is not compatible with the device

= - == -

L+

Reconding an ECG-

@ Apply rubbing alcohol {soaked cotton ball will work} to the chest region behind your pet's
elbow {where you can feel the heartheat}
Enough to wet the regions where both silver boxes will touch the animal
if your pet is flufly, you may have to clip a small paich of fur to allow for better contact
Hold the device aganst your pet’s chest with the silver areas being up and down {vertical} in
contact with the animal
With the app open, hold your phone near {within a few inches} the device.
There isa signal bar n the upper left cormer of the app to show whether it detects the device.
if there are no bars then move your phone anound feet closer 1o the device until they appear_
Once you see a recording, hold everything in place for at least 30 seconds if possible
The humon Kordio opp will otternpt ta interpret the EOG: juxt ignore this oz it is not oheoys
ocorie
O The heort mote that the opps report is olsa nat chways ocourote.

ee Qo8

(=] -
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Sorving an BCG:
O The app will artomatically save the ECG as long as the recording is long enough {>20seconds}
O You can dick on the 1D {box with pencil icon} in the Veterinary AlivelF (G app to add your pet’s
name

Emailing an ECG:
4 If you are in the recording screen on the Veterinary AliveECG app, clidk on "BCGs” to see the list

of saved BHCGs
O |f you are in the home screen on the Kardia app. click History'.
O Select the ECG you wish to send. Go o "Share”. Select "Emad PDF_ SKIP the Passaord protect
feature and select the email app you widh to send Tt by {Gmail, outlook, yahoo, etc). You meast
hove o working emoil an your phane for this to work.
Select an FCG that you wish to send
Click the mail icon {either a box with amow or a letter symbol}, and select "Email™
bEmail to: cardiovet@iuttic edu {omly monitored Monday-Friday SAM-5PM)

==
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Cummings B6

\eterinary Medical Center R

AT TUFTS UNIVERSITY BG E Canine
Cadiclogy Liasonc SOB8BF462% 2002000000 e i i

Cardiology Appointment Report
ENROLLED IN DCM STUDY
Date: 1/3/2019
Attercling Cardiolopist:

[ John E. Rush VM, MS, DACVIM {Cardiology), DACVECC

B6

B6

Shnlui B6

Presenting Complaint-
Episodes of collapse over past year

Conasrent DEences:-

B6

Kennel cough in September - CXR at rDVM

Eenu’dllui:dliﬂnlr

i _.B6 He takes it in the winter because he is reactive to snow fallng off the mof. Dog fight about to
break out later thal day and he collapsed.
Has had 5-6 episndes in the past year where he collapses - mantains consciousness, pum color is
normal and he is alert. He is usually down for 30-60 seconds. Takes around a couple of howrs alter the
event to go badk to normal {lethargic)-
All of these hal been stimulated by a dug ora Int of amusal. Twice. Jnn_ﬂﬁt month.
collapse but laid down and wouldnt move. This move recent time he was spinning and acting nauseous
{lip smadcking). Took into the rDVM where they diagnosed an abnomal arhythmia
Chest rads from September, 40X negative.
Diet hasbheen reduced in the past week, will eat if the food is elevated.
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Started urinating in the house about a year ago, believed to be behavioral
Possbly PUPD in the past couple of months.

Diet s Supplements:
For Health grain free diet until 2 weeks ago For Health
Switched to non-grain free For Health 1 cup and 1/4 RID

B6

Cordiowsceulor History:

Prior CHF diagnosis? No

Prior heart murmar? No

Prior ATE? No

Prior aavrhythmia? Yes

Monitoring respralory rate and effort st home? No
Cough? No

Shoriness of breath or difficulty breathing? Snoring, raspy
Syncope or collapse? yes

Sudden onset lameness? No

Exercise intolerance? No

Cunvent Medicalions Pertinent to OF Systemn:
None

Cordine Plwsical Examination:
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Problems:
Collapse
Arrhythmia

Differesntinl Dispnoses:
DCM/CHF vs tachyarhythmia vs bradyarhythmia vs non-candiac cause of collapse

¥ Echoardiogram L Dialysis profile

o Chemistry profile M Thoracic radiographs +f-

¥ ecG M NT-proBNP

[ Renal profile L Troponin |

[ Bood pressune L other tests:
Echocondiopy s Fandings:
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B6

Edhocardiogram and FCG reveal DCM and frequent ventricular asrhythmia. There s enough cardiac
enlarpement to be compatble with CHF and radiographs were discussed, but the owners perceive him to
be breathing comfortably and will continue to monitor RR at home for nowe If RR at home is 35 or higher
then thoracc radiographs are recommended to assess for CHE. Holter monitor was disoussed, but there
was enough arrhythmia today to consider starting antiamhythmic therapy and owners are planning to
obtan a Kardia for at home ECG monitoring. The longstanding ocourance of collapse episodes {~1 year} s
less consistent with these episndes being clearly related to his heart disease, but there is significant
arrhythmia so it is possible the ntermittent VT could be causing collapse. Recommend attempting to
obtan a Kardia reading during an event if they continue, and 1fthis is not successiul then consider 24h
Holter monitor. | B6 fecommend diet change to
aman-siream brand suggestion from Dr Freeman. Patient was enmlled in DCM study so taarine levels,
BMNP, troponin, CBG/chemistry were submitted aspart of the study. Recheck echo and blood work n 3 and
& months as part of the study. Recheck sooner i clinical sipn ocour such as increased RR/RE, repeated
collapse, cough, or exercise imolerance. The housemates of this dog who have been eating the same diet
are elighle for screening as part of the DCM study.

BG

Sk

.......................
..............................

rEl:urrI'nend mntlnung for now and recheclung Iver values in 2-3 weeks. Recheck blood work sooner if
patient stops eating.- Unfortunately, if the azotemia does not resolve and the candiac disease continues to
worsen then it may become difficult to balance advanced renal disease and CHF inthe future

Fnal Dinpnosis:

DCM
Ventricular arrhyithmia {VPCs, couplets, iriplets, non sustained R on TVT)

Heort Foihere Clas sihcation Score:

ISACHC Classification:
Oia ina
¥ b Hinb
On

ACVIM Classification:
M a ¢
O p1 Op
™ B2
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B6
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LVEDV MOD LAX

LVis LAX
LVAs LAX
IVEV AL LAX

LVESY MOD LAX

HR

EF A-L LAX
LVEF MOD LAX
5V AL LAX

5V MOD LAX
COALLAX
CO MOD LAX

Doppler

MR Vimax
MR maxPG
MY E Vel

MV DecT

MY Dec Slope
MV A Vel

MV EfA Ratio
E

EfF

A

AV Vmax

AV ma=PG
M Vimiax

M maxPG

lfmin
Ifmin

mjs

mmHg

mjs

mjs
mjs

m/fs
mys

mjs

mmHg

m/fs
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Telephone (SO8) 8395395

Veterinary Medical Center Uit

: ed hftseduf
AT TUFTS UNIVERSITY hittp-/fwctm

B6 DS

mw"ﬁrm ........ BG ....... _ﬂlmw BG

H you have any questions, or concems, pleas: contact us o 508-887-1988.

Thank you,

B6 wutc«ﬁnhgv}
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification; B6
Sent: 3/26/2019 2:00:39 PM

Subject: Taste of the Wild Venison & Legume die’; B6 EON-383371
Attachments: 2064630-report.pdf

A PFR Report has been received and PFR Event [EON-383371] has been created in the EON System.
A "PDF" report by name "2064630-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-383371

ICSR #: 2064630
EON Title: PFR Event created for Taste of the Wild Venison & Legume diet; 2064630

AE Date 03/06/2019 Number Fed/Exposed

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Unknown
Breed Unknown

Age

District Involved | PFR- B@ DO

Product information

Individual Case Safety Report Number: 2064630

Product Group: Pet Food

Product Name: Taste of the Wild Venison & Legume diet

Description: Originally submitted as RFR EON-383367. CVM resubmitting as PFR. The patient has been eating
a grain free diet, specifically the Taste of the Wild Venison & Legume diet for years. He presented on 3/6/19 and
the owner reported a mild cough but he felt it was resolving and declined a work up at that time. He presented
again on 3/12/19 since the cough had not resolved and we started a work up of the patient that included thoracic
radiographs. The patient was/is in congestive heart failure with an enlarged heart. The pet's breed is not a
common breed for DCM and with the dietary history of a high legume grain free diet I feel that this is dietary
induced.

Submission Type: Initial
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Unknown
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Venison & Legume diet

Sender information

B6

USA

Owner information

B6

Unknown USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383371

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=400469

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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